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PETITION TO THE NORTH CAROLINA STATE HEALTH COORDINATING
COUNCIL REGARDING THE NEED DETERMINATION FOR POSITRON
EMISSION TOMOGRAPHY SCANNERS IN THE 2008 STATE MEDBICAT,

FACILITIES PLAN

The Presbyterian Hospital (“Presbyterian™) herby petitions the North Carolina

State Health Coordinating Council ("SHCC™), to adjust the need determination contained

i the Proposed 2008 State Medical Facilities Plan ("SMEP™) at Table 9M, page 122, to

show a need determination for a fixed dedicated positron emission tomography (*PET™)
DFS Heaith Plavane,

scanner in Health Service Area ("HSA™) 1L RECFIVED
ALy

RN

Identification of Petitioner Medical Facilings

Plawning Section
Presbyterian v & non-profit corporation operating a full service hospital in
Charlotte with 463 livensed acute care beds. Preshyvterian offers a comprehensive cancer
program with two linear aceclerators’ currently in operation. Presbyvterian is planning to
deploy a third lincar accelerator in 2008 in a satellite location in southern Mecklenbury
County at Ballantyne.” As shown in the Proposed 2008 SMEFP, Presbyvterian provided
16,659 radiation oncology procedures in the most recent annual period for which
information is available.  See Exhibit A As measured by the total ESTV-weighted
radiation therapy procedures tor FEY 2006 reported in the 2007 Preshyterian Hospital
Fivensure Renewal application and in the proposed 2008 SMFP, Presbyterian Hospital is
the tenth bustest cancer treatment program in the state (64 total facilities) and weats many

hreast caneer cases. See Fxhibit I3

" Two linear accelerators are currently in operativn dat Presbyterian Hospital, Dwo additional linear
accelerators are refurbished units owned by Presbyterian Hospital, but not in operation at this time. See
Fuliht AZ007 TPH LRA, Pages 11-12),

* Pursuant to setilement in Project 1.0, # F-7318-00,



Presbyterian may be contacted about this Petition directly or through its counsel. at the

tollowing addresses:

Presbyterian Healtheare Nelson Mullins Riley & Scarborough L1P
Fred Hargett. Senior Viee President Noah H. Huffstetler. il

Financial Planning & Analysis Counsel for Petitioner

200 Hawthome Lane 4140 Parklake Avenue, Suite 200
Charlotte, NC 28204 Raleigh, NC 27612

Telephone: (704) 384-4000 Telephone: (919) 877-3801

imhareett 2 nov anthealth.ory noah.huffstetier J pelsonmulling.com

Reason for Proposed Adjusiment

On page 121, the Proposced 2008 SMEP provides in pertinent part:

One additional fixed dedicated PET scanner is needed for cach existing

[1xed PET scanner that was utilized at or above 80% of capacity during

the twelve month period reflected in the owner’s or operator’s 2007

Hospital Licensure Renewal Application on file with the N.C. Division

of Iacility Services. For the purposes of this determination. the annual

capacity of a tfixed dedicated PET scanner is {2,600 x .80 = 2.080) procedures. . ..
Applving this methodology. Table 9M on page 122 of the Proposed 2008 SMEP shows
no need for an additional fixed PET scanner in HSA LT in which Presbyterian is located.
For the period covered by its 2007 annual lteense renewal application. the twelve months
ending September 30, 2000, the utihzistion rate for Presbytenian’s PET scanner was FLO88
procedures, or 76.46% of capacity.  This utilization of Presbyvierian’s equipment. based
on PIT scans per scanner, ranks third amoeng the twenty-two facilities in North Carolina
with fixed PET scanners, but is slightly below the 80 figure’ which would trigger the
need for an additional PET scanner in HSA T using the standard methodology. See

P

P The 8076 tiwure to trigger need for the next new PET scanner 15 2080 PE T scans per vear. The
Preshyvterian Hospital Pet scan solume for FIYY 06 14 only 92 PET procedures shy of that volume.

I



However, the data set forth in Exhibit F to this Petition shows that the utilization
of Preshyterian’s PET scanner continues 1o grow rapidly, and that its current utilization
actually exceeds that necessary to justify an additional PET scanner. As shown i'xhikit
r, for the 12 months ending November 30, 2006--- just two more months beyond the data
reported in the 2008 SMEP for FFY 2006%-- Presbyterian’s PET scanner was utilized for
2.095 procedures™. or 81% of its capacity. Thas, by applying the standard methodolagy
utilized in the Proposed 2008 SMEP 1o information that is more current by only two
months, a need for an additional PET scanner within HISA 111 is easily established. In
the alternative, for the 12 months ending December 31, 2006--- one quarter beyond the
data reported in the 2008 SMEP for FFY 2006--- Preshyterian’s PE T scanner was utilized
tor 2.128 procedures. or 102% of its capacity. See Exhibit F. Thus. again by upplying the
standard methodology utilized in the Proposed 2008 SMFP to information that is more
current by only three months, a need for an additional PE1 scanner within HSA 111 is
casily established.

Itis important to also note that the TPH average PET seans per month in cach fiscal vear
of operation have increased steadily since the Preshyterian Hospital PET scanner began
operation in Cctober 2004

*  FEFY 2005 TPH Average PET scans per month: 1404

o FIY 2006 IPH Average PET scans per month: 163.7

»  FEFY 2007° TPH Average PET scans per month: 1938

PFFY 2006 as reported in Table 9K in the propused 2008 SMEP (page 119) is the period 1071 05.930 06,
Sew ik

" Ihe Presbyterian Huspitad PET scanner volumes tor the 12-maonth period Decvmber 1, 2006 through
Nosember 2006 are 2095 PET procedures, which is 15 PET procedores bevond the 2.080 PET seans
required o trigeer need for a new scanner i HSA T

" Based on anpualized FEY 2007 project total volumes of 2,325 PET seans per sear {using 8 months of
actual data).

Lad



The Presbyterian Hospital average PET scans per month for cach Fiseal Year {the
reporting year for the SMFPs) have increased: almost 40% from the time the TPI PET
scanner became operational in October 2004 until eight months into FFY 2007°,

The growth in Presbyterian™s PET scanning services is likely not only to continue,
but to accelerate. The discussion of PET utilization contained at pages 116-118 of the
Proposed 2008 SMEP recognized “the steady growth in the number of clinical studies in
which the Centers for Medicare and  Medicaid  Scrvices  (*CMS™)  authorized
reimbursement for PET scanning,™ and concludes that “the clinical use of PET scanning
is increasing rapidly. and the new applications invalve the diagnosis of cancer”  As
shown on Table 9G at pages 108-09 of the Proposed 2008 SMEP, Presbyterians
radiation vncology service ranks tenth among the sixty-four facilities providing that
service in North Caroling in the number of procedures performed. Given the robust and
LIOWINE cancer treatment programs otfered by Presbyterian, and the rapidly increasing
number of types of cancer for which PET scanning is useful, it is clear that Presbyterian’s
PET wilization is likely to grow even more quickly in the coming years. Sce the
infonmation on CMS's National Oncologic PET Registry (NOPR)Y attached as Exhibit G,
the June 2007 recommenditions of the Nutional Comprehensive Cancer Networks
(NCON) Task Foree recarding the use of PET and PETCT in the evaluation and
management of certain types of cancer, attached as Fxhibit DL and “Adsance for Inuaging
& Oneology Administrators.” noting that recent years. FDG-18-based PET scans have
become the main source of biological imaging information for Radiation Therapy.,

outpacing MR CT. and ultrasound, attached as Fxiibit o This is further substantiated

Caleulation: (1638 1404 average scans mo} 14003 scans per month = 38"4 increase from FFY 2000 1o
FIY 2007 YT i aserage monber of menthly PET scans at Preshyterian Hospital.




by the letter of Dr. Robert Quarles, Mecklenburg Radiology Associates, Medical Director
for Nuclear Medicine and PET. Radiology Department, Presbyterian Hospital. which is
attached as Exhinit E to this Petition.

For all of the forcgoing reasons. an additional PET scanner should be determined
to be needed in HSA 111 in the 2008 SMFP. and Presbyterian and any other qualified
applicant should be permitted to apply for a centificate of need to acquire that additional
PET scanner.

Presbyterian also concurs with the Forsyth Medical Center PET Comments
presented at the July 207, 2007 public hearing for the proposed 2008 SMFP that any
propusal to change the statewide methodology for making PIT  scanner need
determinations® should only be considered in accordance with the established State

Health Plunning process for inclusion in the 2009 SMEP,

Fule: PETPenitionProstyOSSMEFaSHCC 0705 07 FINAL Joc

Y Atthe May 2007 meeting of the STICC s Medical Eyuipment and Fechnology Comnmittee, it was
sugaested that the annual volume threshold to tigger need for the neat new fived PET C1 seanner should
be increased from the current 2,086 to 2,500 annual PET procedures as carly as the 2008 SMFP. Further
discussion of this issue has been put on the Avenda for a DFS 1lealth Facilities Planning Svetion-sponsored
Discussion Group meeting set for Aitgust 15, 2007 4 date ¢t i3 after the close of the public hearing
comment period en the 2008 proposed SMIP.

vl




EKHIB‘ITA

2007 Renews! Application for Hospital: License No: HO810
Presbrterian Hosoital Facility 1D: 243501

AN responses showlu pertzia to Octeber 1, 2085 through Seplember 3, 286, If otherwise, indicate 1he actesl reponting period used an Page 3 of this document.

12. Radiation Oncology Treatment Data continued

a. | Number of unduplicated patients who receive a course of radiation oncology

treatments (patients shall be counted more than once if they receive additional courses 57/

of treatment)

. | Total number of Linear Accelerator(s) % o

c. | Number of Linear Accelerators configured for stereotaclic radiosurgery 2
Yinacs was e Saﬁed—m- a  feplacement

J2. Telemedicine 7% %":’1 . pn‘\g{ﬁ' coN appllcahcﬂ'l n FHlarch %odb

a. Does your fadility utilize telemedicine to have lmages read at another facility? 70

b. Does your facility read telemedicine images? ___ Y¢S

13. Additional Services:
a) Check if Service(s) is provided:

Check Check
1. Cardiac Rehab Program 5. Rehabilitation Outpatient Unit
{Outpatient) v
2. Chemotherapy v 6. Podiatric Services
3. Clinical Psychology Services .~ | 7. Genetic Counseling Service v~
4. Dental Services 8. Acute Dialysis v’

Number of Acute Dialysis Stations /0

b) Hespice Inpatient Unit Data:
Hospital-based hospice units with licensed hospice beds. List cach county served and report all patients
by county of residence. Use each patient's age on the admission day to the Licensed Hospice Inpatient
Facility. For age categories count each inpatient client only once.

Total
Tolal Days
Countyof |{Age0-| Age | Age | Age | Age § Age | Age ;... y
% - - of Deaths
Residence 17 1840 | 41-59 | 60-64 | 65-74 | 7534 85+ Served Care
sep S%ﬁ' pledeatall Shedt- an fhe A tcf ege
fé’f da?&/‘/ c):p /}(Q joé/
QOut of State
Total All _ .
Ages B Lo |7¢ |28 | §7 {r56 | 3 | Y5 | 22rs 326

adcuhone ). limear accelerators; hese linear accelerators

Revised 08/2006 -)FTJ\ Tune 2005 TPH pqrdrm&:d and N OWNS  Page 1S
é-- et nvmbonal of This Time.




CyH(BITA

2007 Renzwal Application for Hospital: License No: 0010
Presbyjerian Hospital Facility 1D: 94356]

All responses should pensin W Qctsber 1, 2008 through Scptember 38, 2046 o othcrwise, mdieate the actual reponing period wizd on Page 3 of this document.

11. Radiation Oncology Treatment Data
Number of ESTVs/ Total
CPT Description Procedures { Procedures ACR
Code Under ACR | ESTVs
Simple Treatment Delivery:
77401 | Radiation treatment delivery /0 1.00] /¢4
77402 | Radiation treatment delivery (<=5 MeV) & 1.00
77403 | Radiation treatment delivery (6-10 MeV) yryi 100} sé/
77404 | Rediation treatment delivery (11-19 MeV) 54 1.00 ¥/
77406 | Radiation treatment delivery (>=20 MeV) 1.00
Intermediate Treatment Delivery:
77407 | Radiation treatment delivery (<=5 McV) & 1.00
77408 | Radiation treatment delivery (6-10 MeV) /5 1.00 /S
77409 | Radiation treatment delivery (11-19 MeV) 2 1.00 2.
77411 | Radialion treatment delivery {>=20 MeV) 1.00
Complex Treatment Delivery:
77412 | Radiation treatment delivery (<=5 MeV) 1.00
77413 | Radiation treatment delivery (6-10 MeV) ¢ 2% 100| 230
77414 | Radialion treatment delivery (11-19MeV) | 29 100 | so029
77416 | Radiation treatment delivery (>= 20 MeV) 35 1.00 iy
Sub-Total 7736 g 736
[ For the increased time required for special techniques, ESTV values are indicated below:
77417 | Additional field check radiographs 6Y2s S0| 3273
77418 | Intensity modulated radialion reatment 1.00
(IMRT)delivery 3855 385§
77432 | Stereotactic radiosurg. treatment mgmt 3.00
Linear Accelerator QS
77432 | Stereotactic radiosurg. Treatment mgmt. 3.00
Gamma Knife ¢
Total body irradiation & 2.50
Hemibody iradialion D 2.00
Intraoperative radiation therapy 10.00
{conducted by bringing Lhe anesthetized
paticnt down to the linac) @
Neutron and proton radiation therapy & 2.00
Limb salvage irradiation 2 1.00
Pediatric Paticnt under anesthesia 2 1.50 Y5
Sub-Total o443 §502.57
TOTALS: | /789 /6638 &

Note: For special lechniques, list procedures under both the ireaunent delivery and the special technigues sections.

Revised 0872006 Page 14
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Proposed 2008 SMFP

EvcdiBi7 13

Table 9G: Hospital and Free-Standing Linear Accelerators
and Radiation Oncology Procedures (see note at bottom of table)

Service LIN| PROCEDURES (ESTVs) |
Facility Name Area#| County ACC]  2005-2006|Average per Unit}:
{Harris Regional Hospital, Inc.-Mm Trece] 1 |Jackson 1 4,503 4,503 :
JNC Radiation Therapy - Franklin | 1 |Macon I 2,277 2,277
| Mission Hospitals (5) (b) Z |Buncombe | 3 {20,766) 6,922 H1
{INC Radiation Therapy - Asheville] 2 [Buncombe | 2 | 7013 3,506
{NC Radiation Therapy - Clyde 2 |Haywood i 4,359 4,359
{NC Radiation Therapy - Marion 2 {McDowell | 1 2,534 2,534
'{Watauga Hospital 3 |Watauga 1 4,491 4,491
{Margaret Pardee Mem. Hospital 4 |Henderson | 1 6,591 6,591
4NC Radiation Therapy - Brevard 4 |Transylvanid 1 1,709 1,709
'{NC Rad. Therapy - Hendersonville] 4  |Henderson | 1 645 645
{Catawba Valley Medical Center 5 |[Catawba 2 | Qs8,008) 9,004 i<
{Frye Regional Medical Center 5 |Catawba i NA NA
F{Grace Hospital, Inc. 5 |Burke J NR NR
]Valdese General 5 |Burke 1 6,082 6,082
| Caldwell Memorial Hospital, Inc. 5 |Caldwell 1 1,056 1,056 ~
|Cleveland Regional 6 |Cleveland | 1 6,989 6,989 B
] Gaston Memorial Hospital (h) 6 |Gaston 3 11,761 3,920
{NC Radiation Therapy - Forest City 6 |Rutherford | 1 4,656 4,656
12006 SMFP Need Determination | 7 1
- {Carolinas Medical Center (S) 7 {Mecklenburg| 3 14,128 4,709
|CMC-Union Reg. Medical Center ( i )| 7 |Union 1 8,428 8,428
{Matthews Radiation Oncology 7 |Mecklenburgf | 10,803 10,803 :
Presbyterian Hospital 7 |Mecklenburg| 4 (16,655 | 4,165 H\0
| {University Radiation Oncology 7 [Mecklenburg| 1 7,289 7,289 :
{Iredell Memonial 8 [(Iredeil 2 6,834 3,417
{L.ake Norman Radiation Oncology C§ 8  [Iredell 1 4,641 5,525
JRowan Regional Medical Center 8 |Rowan 1 5,519 5,519
INorthEast Medical Center 9 |Cabarrus 2 13,009 6,505
 {Stanly Regional Medical Center 9 |Stanly 1 4,427 4427
{Forsyth Memorial Hospital 10 |Forsyth 4 | (28,435) 7,109 L
- §Hugh Chatham Memorial Hospital (d) 10 |Surry i 3,911 3911
+{N. C. Baptist Hospitals (S) 10 |Forsyth 4 | {2025D 5,063 423,
12006 SMFP Need Determination | 11 |Davidson ]
|High Point Regional Health System 12 {Guilford 2 9,344 4,672
‘[Morehead Memorial Hospital 12 |Rockingham | 1 5,972 5972 |
"{Moses Cone Health System 12 |Guilford | 4 | (38,3627 7,091ty h
{Randolph Cancer Center (m) 13 IRandolph | 1 NA NA 1
{UNC Hospitals (S) 14 [Orange 4 | (22224) 5,55 |4+
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Propased 2008 SMFP

gsc H(BJTB

Table 9G: Hospital and Free-Standing Linear Accelerators
and Radiation Oncology Procedures (see note at bottom of table)

Service LIN PROCEDURES (ESTVs) _
| Facility Name Area#| County [ACC] 2005-2006|Average per Unitf
{Alamance Regional Medical Center ) | 15 |Alamance | 2 7,991 3.9% |
|Duke University Hospital (S) 16 |Durham 5 | (36639 7,327 4!
1 Durham Regional Hospital 16 |Durham 1 6,128 6,128
“{Maria Parham Hospital (e) 16 |[Vance 1 4833 4,833
{FirstHealth Moore Regional 17 |Moore 2 | 23,764 ) 11,882 115
' {Scotland Memorial Hospital (1) 17 |Scotland 1 4,122 4,122 '
{Cape Fear Valley Medical Center ()] 18 [Cumberland | 4 (27,63D 6,908 |4 Y
{Southeastern Regional Medical Center | 18 |Robeson 1 9,484 9,484
 {New Hanover Radiation Oncology 19  |New Hanover | 2 (15,156 7,578
New Hanover Regional Med Ctr 19 |NewHanover | 1 7.599 7,599
“Jsouth Atlantic Radiation Oncology, LLC(c] 19 |Breoswick 1 NA 0
{2007 SMFP Need Determination | 20 1
{Cancer Cers of NC - Raleigh Hematology] 20 [Wake 1 8,924 8,924
Duke Raleigh Hospital 20 [Wake 1 7,323 7,323
“|Rex Hospital 20 |Wake 4 16,184 4,046
| Wake Radiology Oncology Services 20 |Wake 1 5,960 5,960
| Triangle Radiation Oncology Services 21 (Johnston 1 2,648 1,093
{2006 SMFP Need Determination | 21 |Johnston 1
1Lenoir Memorial 22 |Lenoir 1 6,147 6,147
"{Wayne Radiation Oncology Center | 22 |Wayne 1 6,952 6,952
{Carteret General (g) 23 |Carteret 1 4,015 4,015
{Craven Regional Med Ctr 23 |Craven 2 12,415 6,208
{2006 SMFP Need Determination | 24 [Onslow 1
[.|Nash Day Hospital 25 |Nash 2 3,953
|Roanoke Valley Cancer Center 25 |Halifax 1 3,208
{Wilson Memorial Hospital 25 |Wilson 1 4,413
{Ahoskie Cancer Center 26 (Hertford 1 3,173
|Carolina Radiation Medicine, P.A. (f) S} 26 |Pin 1 8,206
[Pitt County Memorial Hospital (S| 26 |Pint 3 5,338
|Albemarle Hospital 27 |Pasqguotank | 1 4,403
: Outcr Banks Canccr Ccntcr 27 {Dare 1 4 977

TOTALS (64 Facﬂmcs) 5,178

Note: The above inventory of linear accelerators is subject to change if it is determined that any of the

listed aguipment was not acquired in accordance with NC.G. 5. 131 E-175, at.5eq, prior to August 26, 2005,
T9G2008p.xis (06/6/2007)
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Proposed 2008 SMFF

EAA! bt C

Utilization Rate

Need Determination |

NA Not Applicable for time partod ending September 30, 2006.

{a) Approved for additional scanner in Novamber 2001.
{b) Approved for scanner in June 2000 and additional

scanner under Policy AC-3 in November 2005.

(¢) Approved for scannar in August 2001,
(d) Approved for additional scanner under Policy AC-3

in September 2002,

{e) Approved for scanner in September 2002.
{f} Approved for scanner in Jansary 2003

{g) Operational in October 2004.
{h) Approved for scanner in Augusl 2003, {s)
(i ) Approved for scanner in August 2003. (v

{i) Approved for scanner in Juty 2003.
(k} Approved for replacement of 1 scanner in June 2003.  (v)

Procedures 5
Center 2003-[2004- [2005{ HSA| & | vear 2006 Procedures /| by Criteria - 80% |
2004 [2005 {2006 = 12600 as Capacity | of Present Capacity|
|Mission Haspitats () 644 | 875 11003} 1 | 1 38.58% :
{Catrwbe VaBey Frye Reg ()} B48 | 1258} ! ! 48.38%
{N.C. Baptist Hospitals 1797 | 1266 | 1477] 11 | 1 56.81%
{Mases Cooe Health System (o) 1352 [1ze0 0 11 67.69%
|Forsyth Medical Center (p) 130 | 1579 "HE 92.96% 1
{High Point Regional (r) 179 | 356 | 574 | 11 ] 1 22.08% :
| Alamance Reg. Medical Cr. (u 374 | 1 1 14.38% mobile procadures
|carotinas Mod Cemtera).ik) 2908 | 3049 | 3635| m | 2 69.90% 1810 | Ceanner |
f Gaston Mem. / C15 Suraemit {m) 172 FOO | 846 | IN 1 32.54%
{NorthEas: Medical Center (r) 330 | 481 | 615 | m | 1 23.65%
| The Presbyrarian Hospital (g) 1544 | 1988} m { 1 76.46%
‘Hredell Memorial Hospital (1) Na |l m] NA
| Duke Univ. Hospital (d) 3135 | 3001 | 3506 ) v ] 2 69.15% 115 i e
JUNC Hospitals (b) 1389 ] 1144 [ 1386 | v | 2 26.65% b4 Covmay
|Rex Hospital (e) His 1544 a3) v ]t 73.58%
[Wake PET Services, Wake
‘|Radiology Oncology, Wake
| Radiology, WakeMed (5} NA | IV 1
|New Hanover Reg. Med. (g) s82 [ 7ss | v | q 29.04%
|Cape Feas Valicy Medical Crr. (h) 629 | 1218 | 2069 ) v | 1 79.58% 0
‘[First Imaging of the Carolinas (i ) 351 ] 529 | ss0' ) v 1 21.15%
{Pitt Co. Memorial { ¢ ) 418 | 393 f 832 VI 1 32.00%
|Craven Reg. Medical (1) 719 | 831 f vi] 1 31.96%
|Nash General Hospital (u): 336 | vi| s 12.92% mobile procedures
' TOTAL 13,198(21,270}28.215 [
19k2008p.xls {6/1872007)

{1} Approved for scanner in October 2003.
{m} Approved for scanner in December 2003,

{n} Approved for scanner in December 2003.
(o} Operational in October 2004,

{p} Approved for scanner in June 2004.
(g} Approved for scanner in June 2004,

{ r )} Approved for scanner in January 2005.

Approved for scanner in November 2005,
Approved for scanner in January 2007.

(u} Approved for scanner in Apail 2007.

Approved for scanner in May 2007
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INATIONAL COMPREHENSIVE CANCER NETWOY

NCCN® A p

PATIENTS CLINICIANS

Searchtnesie B NCCN Task Force Develops Clinical

Recommendations for PET in Cancer Evaluation and

LE5LENCTN Management
BRES A JENKINTOWN, Pa . June 5, 2007 — The National Comprehensive Cancer Netwark (NCCN)
ezt will publish a special report entitied NCCN Task Force Report: Posilron Emiission Tomography

(PET)/Compuled Tomography (CT) Scanning in Cancer as a supplemert to the May issue of 1ts
journal. The report 1s the work of a Task Force convened by NCCN to develop chinical

L3 ez recommendations for the use of PET and PET/CT in the evaluation and management of certain
types of cancer

PET is a non-invasive imaging technique used frequently to detect cancer and assess the
S i e effects of cancer ‘reatment. However, PET 1s more costly than other traditianal types of
T imaging. The report, 10 be published in the Journal of the National Comprehensive Cancer
tetwork ({JNCCN), addresses this chalienge and offers recommendations as to when PET is
appropriate and most yseful.

The Task Force, made up of expert radiclogists, surgeens. radiation oncologists and medical
oncologists from NCCN Mamber Institutions. studed existing data 1o creale their
recommendations. According to the Task Force Report, "The role of PET or PET/CT scans in
oncology is rapidly evolving, with well-defined roles in the common maligrancies of breast. lung.
colorectal cancer, and tymphoma.© In response 1o concerns about economics, the report
suggests that PET can sometimes reduce cos:s. For example. PET scars can be cost-sav.ng
when the results are used (o prevent unnecessary surgenas

*The roie of PET or PET/CT scans in oncology s rapidly evolving.” said Danald Podolo, MD,
chair of the Task Force and head of the Divisicn of Diagnostic Imaging at The Univarsity of
Texas M. D Anderson Cancer Center "Vith the collective expertise of th:s Task Force, we
ware able 1o make recommendations for appropriate use of this lechnology. As aresuit, we
hope that PET and PET/CT will demorstrate its cost effect:veness and value to patients,
physicians and managed care providers The rapid acceptance of PET/CT 5 3 testimony to the
unique, nomnvas:we and impartant information it provides 1o oncoiogisis as they manage therr
patients.”

The report will be published as a supplemeant to JNCCN, a natonally recognized. peer-reviewed
medical journal received by more than 21.000 oncologists and other cancer care professionals
across the United Stales

For questions about NCCN or for interview information, piease contact Thomas Mitchell at
215 560 0245,

About the National Comprehensive Cancer Network

The Natonal Comprehensive Cancer Network (NCCN). a not-for-profit alliance of 21 of the
world’'s leading cancer centers, 15 dedicated o improving the qualty and effectiveress of care
provided to patierts with cancer. Through the ieadership and sxpertise of ¢linical professionals
at NCCN Member Institutions, NCCN develops resources that present valuatle information o
the numerous stakeholders in the health care delivery systern As tha arbiter of high-gqualty
cancer care, NCCN promeotes the importance of continuous gualty improvement and
recogr:zes the significance of creating clinical practice guidelines approgriate for use by
patients, climizians, and other heaith care decision-makers The primary goal of all NCCN
Imtatives is 10 improve the qualkty. effectveness, and efficiency of oncology practice so patents
can live better Irves

The NCCN Member Institutions are:

¢ City of Hope
¢ Dana-Farber;Brgham and Women's Cancer Center

It S www . neen.org/aboutnews. newsinfo.asp?NewsID=112 07:24:2007
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Presbyterian ) HosPITAL

Remarkable People. Remarkable Medicine.

July 25, 2007

Chris Ulirich, M.D., Chair

Medical Equipment and Technology Committee
State Health Coordinating Council

701 Barbour Drive

Raleigh, NC 27603

Subject: Petition to the State Health Coordinating Councit Regarding the Need Determination for One New PET
Scanner for HSA II1 in the Proposed 2008 State Medical Facilities Plan

Dear Dr. Ullnich:

I support the amendment of the proposed 2008 State Medical Facilities Plan, for the addition of Need Determination
for one new fixed dedicated positron emission tomography (PET) scanner in Health Service Area (HSAY 1. An
additional scanner is needed as PET services will clearly continue to grow and Presbyterian Hospital's PET
scanner’s FFY 2006 PET procedures are only 4% shy' of the threshold for a new PET scanner set forth in the
proposed 2008 SMFP.

The Presbyterian Hospital began offering PET services in October 2004 and since then we have completed almost
5.000 exams”. As shown below. the average number of exams per month has increased steadily and is currently
almost 195 per month. Currently, well over 95% of these exams have been completed on oncology patients. The
Presbyterian Hospital (TPH) Cancer Center is one of the top ten busiest cancer centers in the state of the 63 North
Carolina cancer treatment centers, when measured by the number of ESTV radiation therapy treatments offered
during FFY 2006 as reported in the proposed 2008 SMFP.*> TPH will deploy a third linear accelerator in 2008 in a
satellite location in southern Mecklenburg County at Ballantyne, TPH's Cancer program provides care to a large
number of breast cancer cases. which is in large measure related to the subspecialty radiologists, the imaging
cquipment {including PET and MRI), the cancer center physicians and surgeons and the linear accelerators and other
treatment options. Thus. a second PET scanner will become necessary to keep up with the growing demand from
cancer physicians and their patients.

With regard to PET growth, the National Oncologic PET Registry (NOPR) was established in 2005 to respond to a
proposat by the Centers for Medicare and Medicaid Services (CMS) to expand coverage for PET with F-18
fluorodeoxyglucose ("*FDG) to include cancers and indications not presently eligible for Medicare reimbursement.
Prior 1o May 2006 when the NOPR began registering patients to capture data on additional diagnostic indications for
the use of PET scans, CMS paid for PET scans for only nine types of cancer. See attached Table from the NOPR
website (htp;//'www.cancerpetregistry orp) showing the types of PET scans that are already covered for Medicare
reimbursement (designated with a “C") and the types of cancers and indications for which Medicare reimbursement
is available thorough the NOPR (designated with a “checkmark™) if the patient’s referring physician and the
provider submit data to the clinical registry to assess the impact of PET diagnostic information on cancer patient
management. See Exhibit E attached to The Presbyterian Hospital Petition. Sponsored by the Academy of

' Calculation: (2.080 PET px threshold 08 SMFP - 1,988 TFH PET px FFY 06)/ 2,080) = 4.4%

? Calculation of Presbyterian Hospital PET scan volumes from October 2004 through May 2007: (FFY 2005 at
1.544) + (FFY 2006 at 1,988) + (FFY 07 Year to Date/8 months at 1,550 and FFY 2007 annualized at 2,325). Thus
total PET and PET/CT exams at Presbyterian Hospital for Oct 2004 — May 2007 = 5,082 (1544 + 1988 + 1550).

* Based on E STV-weighted radiation therapy procedures report in the Proposed 2008 SMFP: (1) Duke at 36,634;
(2) FMC a1 28,435 (3) Moses Cone Health System at 28,362; *4) Cape Fear Valley Medical Center at 27,63 1; (5)
First Health Moore Regional at 23,764; (6) UNC Hospitals at 22, 224: (7) Mission Hospitals at 20,776; (8) NCBH at
20,251; (9) Catawba Vailey Medical Center at 20,766; {10) The Presbyterian Hospital at 16,659,
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Molecular Imaging and managed by the American College of Radiclogy (ACR) through the ACR Imaging Network,
the NOPR is implementing this registry for CMS. Considering the impact of the NOPR, PET will surely continue to
grow as the CMS begins to cover for more cancers. the diagnosis, initial staging, treatment monitoring during
therapy (chemotherapy. radiation therapy, or combined modality therapy) and re-staging afier completion of therapy
and detection of suspected recurrence,

Practically, the hours of operation for a PET/CT scanner at facilities such as PH are more limited than suggested by
the state. Unlike CT or MRI that must operate 66 hours per week as per 10A NCAC 14C.2302(k} or 10A NCAC
14C.2702(c)(1), respectively, PET/CT Scanners are being held to an operational standard of 72 hours per week per
10A NCAC 14C.3702(b)(3}(B). Perhaps this requirement is based upon the lengthy total exam time of
approximately 2 to 2.5 hours for PET. For example at TPH, the uptake time of the EDG is generally 90 to 120
minutes. followed by a scan that takes approximately 30 minutes. But, unlike CT and MRI that are used for
innumerable indications, PET is used for a small subset of the general patient population that includes primarily
oncology patients, and some cardiac and Alzheimer’s patients. Furthermore, unlike CT and MRI which may be
staffed to operate 24 hours a day to meet urgent and emergent needs, the daily PET schedule is limited to the
availability of the ¢yclotren-produced "*£DG from regional vendors. At Presbyterian Hospital, we can scan a
maximum of |4 paticnts per day and we have gained all the exam efficiency that is feasible. We must also take mto
account for certain PET studies the following complicating factors, some of which we can anticipate and some we
cannot: late patients, diabetics, very il patients (and the potential for radioactive body fluids), certain diseases
requiring whole body PET scans, occasional sedation, and patients requiring interpreters.

One option to increase the productivity of the single PET/CT scanner at Presbyterian Hospital is 1o install a
cyclotron to increase available hours of production. However, it is not a feasible alternative for Presbyterian
Hospital to scek to add a eyclotron on site, as that equipment is regulated by both state CON and the federal United
States Pharmacy 797 regulations (USP 797). USP 797 became cffective in North Carolina and six other states in
January 2007 and imposes a strict regulatory framework on the operation of cyclotron “hot labs™ producing
radiopharmaccuticals in NC. Thus, it is more cost effective for the large tertiary community hospital cancer and PET
centers to purchase the radiopharmaceuticals from established third party vendors. In this type of arrangement,
centers like the Presbyterian Hospital are limited to the times of day and days of the week when these vendors can
produce and deliver the radiopharmaceuticals that are required. On the other hand., it is reasonable for the Academic
Medical Centers (AMCs) 1o have the cyclotron on site 10 support the early research studies. Many of these
evelotrons were installed prior to the establishment of third party regional distribution centers.

In addition, the growth in the utilization of PET diagnostic studies for the Presbyterian Hospital Cancer Center
oncology patient load has not permitted us to fully implement other more complex and time-intense PET studies.
For example, radiation treatment planning simulation studies can 1ake as much as three times the normal scanner
time of 30 minutes. Radiation Therapy treatment planning exams are time intensive and would be more available if
TPH had more PET scanner capacity. Newer applications for cardiology patients have not been implemented
because of the current time constraints. We anticipate that both of these applications may increase our PET volume,
when we have adequate scanner time available. Since the availability of TPH’s one PET/CT scanner is limited 10
just 14 patients per day as described above, we look forward to the opportunity to seek the state’s approval for a
second PET/CT scanner in 2008.

We have projected, conservatively, that the TPH PET annual PET scanner volumes will range from 2,600 to 2,900
by the end of CY 2009 Thus, il we are to plan in a way that allows cur PET diagnostics to remain readily available
10 a growing variety of referring physicians and their patients, we must apply in the 2008 year to seek the state’s
approvat for a second PET/CT scanner, which can be implemented in 2009. Otherwise. we think it 1s quite likely
that the TPH PET scanner will reach the practical limits of its capacity and access to this valuable diagnostic service
will be compromised. See Exhibit F.
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Thank you for the opportunity to present this letter in suppert of an amendment to proposed 2008 State Medical
Facilities Plan to show the a need for one additional PET scanner in Health Service Area (HSA) 1L which includes
Mecklenburg County. If | may provide additional information, please contact me at (336)-384-4056.

Sincerely,

Jd

Rabert Guarles, M.D., Medical Director, Nuclear Medicine and PET
Mecklenburg Radiology Associates

and
Department of Radiolopy
The Presbyterian Hospital

File: PETTPHPetitionO8SMFPQuariesRadiologistletier 07.25 07 doc
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- For treatment planning and evaluation of tumar response, radiation therapy departments are turning to PET and
Free Listing PETICT.

=[N PRINT
Ednonial Board By Sasa Mutic, MS

Editorial Calendar

Volumetric patient imaging has become a cornerstone of modern radiation therapy practice, with its uses fanging
Chart Sman . . . . . e )
from treatment planning to turmor detection and staging, and from daily patient positioning to evaluating treatment
Relesences efficacy. outcomes and complications. These roles help define the ultimate goals of imaging in RT: to
Writer's Guidelines anatormically delineate and biologically characterize a turnor, select an appropriate therapy and predict tumor

T LTy (csponse as early as possible.

Healthcare Shop To accomplish these goals, RT must use both anatomical and biological imaging. Anatomical imaging delineates
Cestom Promotions normal organs and tumors to the extent that they're anatomically visible on an image. Computed tomography
{CT) and magnetic resonance imaging (MRI) are the main sources of analomical imaging in RT. Biclogicat

Salary Calcalator imaging. on the other hand, doesn't need to indicate gross, anatomically visible changes: rather. it must capture

Ooline Resources information regarding a tumor's underlying physiology, metaboelism, function and molecular makeup. No single
Suggestion Box imaging modality can accomplish all these goals, and RT patient management can involve CT, positron emission
. . tomography (PET), MR, single photon emission computed tomograghy {(SPECT), ultrasound and planar
{oding Connection radiography. Rather than compete, these imaging modalities are used in a complementary manner, and optimal
M ALLIANCES patient treatment may require studies from several of these techniques.

About Dur Allisnces
AAPM Articles
ACRO Anticles

PET's rise in RT

Biological imaging in RT has grown rapidly in recent years, fueled by reports that imaging functional and

ACVP Articles biolngical tumor properties could improve disease detection, stagirg, treatment modality selection (intramodality
RBMA Articles and intermo_dalily), target volume definitions, treatment planning, and outcome estimation and patient follov-up.
PET, SPECT and MRI provide biological imaging information for RT treatment planning. In recent years, fluorine-
SIIM Articles 18 fluorodeoxyglucose-based PET has become R1T's main source of biological imaging information, and PET's
SBOA Anicles increased usage in RT far outpaces MRI, SPECT and ultrasound. While the greatest advantage of FDG-based

PET thus far has been improved staging, several reports also have shown that PET information can alter RT

&5 CE & EVENTS target volumes in approximately 30 percent of patients. Additionally, a concept of biclogical target volumes has
Around the Corner been proposed. BI'Vs are parlions of tumer volumes that have been identfied with biclogical imaging as hawving

increased importance due to properties that make those portions particularly difficult to eiiminate. During RT

Calendar Search planning, BTYs might receive increased dose and special constderations.

Educational Programs /|
The PET/CT effact

Beside clinical advantages, one main reason for PET's predominance in RT biological imaging has been the
development of PET/CT scanners. A commen problem with multimodality imaging for RT treatment planning is
registration of images that are acquired in different scanners. The PET/CT scanner virtzally eliminates this
problem. as patients remain in the same position for the PET and CT portions of the scan. Patient movement and
breathing motion still exist during image acquisition, and PET/CT registrations aren't perfect. However, these
registrations are much more accurate and easier to implement than image registration from stand-alone
scanners, Combined PET/CT scanners make biological imaging for RT treatment planning possile in routne
chinical praclice.

Many RT departments now house RT-dedicated PET/CT scanners or scanners that are shared between RT and
nuclear medicine departments. Recognizing RT's demand far imaging studies, major imaging equipinent
manufacturers have made commercially available scarners designed for RT or possessing features designed for
RT. This represents a paradigm shift from the 1980s and 1990s, when scanners were manufactured specifically

Flo- 20 A D nmyente and Sottina G 1VHITIRNT 13 aeal Soattinaci Temnparary Intomet Kilea 00 KN MvaViewor bt (07774007
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for diagnostic imaging, and any use for RT imaging required design modifications, often by the user. This change
in the manufacturer's view of RT imaging is evident in the development of large-bore CT scanners—a segment of
CT technology designed specifically for RT. This customization of imaging equipment also carried over 1o the
design of PET/CT scanners, which are being equipped with tools common to CT simulators {flat tabletops,
external lasers, respiratory gating, specialized virtual simulation software, etc.). These features allow PET/CT
scanners to be installed in fieu of CT simulators. giving rise to the concept of the PET/CT simulator.

PET on the move

Gbviously. PET imaging for diagnosis and staging will remain with nuclear medicine facilities. However, PET
scans for treatment planning and evaluation of tumor response during treatment could move to RT departments.
Sound farfetched? Consider the fact that, not long age. CT scanners were [ocated mainly in diagnostic radiology,
where most RT CT imaging was performed.

Roshapin
:..:adjaf;o,-? Clearly, PET's full potentiat in RT isn't yet fully understood. As additional studies are conducted and imaging
Tterapy™ equipment is improved further, the scope of PET imaging's influence on RT will become clearer. Current
experience, however, suggests that an important segment of cur patient population will require PET imaging for
adeguate management.

Sasa Mutic. MS, is an associate professor of radiation oncology and chief of ciinical physics service in the
department of radiation oncology at Siteman Cancer Cenler, Mallinckrogt Institute of Radiotogy. Washington
University School of Medicine, St. Louis.
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Technology and Equipment
Committee Meeting

August 29, 2007

Positron Emission Tomography

(PET) Scanner
Material

Comments Related To

PET Petition: The Presbyterian Hospital




Proposed 2008 State Medical Facilities Plan
Public Hearing - August 1, 2007

Public Hearing Comments on Behalf of The Presbyterian Hospital
Wallace C. Hollowell, IH

Good alternoon, My name is Chuck Hollowell. 1 am an atorney with the law firm
Netson Mullins Riley & Scarborough. LLP. T ani speaking todiy on behalf of The
Presbyterian Tospital.

Presbyterian submitted a petition for an adjustment to the PET scanner need
determination in the Proposed 2008 State Medical Facilities Plan ("SMEP™) at the July
25, 2007 public heartng tn Charlotie.

Today's remarks are made in support of this petition by Presbyterian.

The need miethodology for additional PET scanners in the Proposed 2008 SMED
provides that o need for an additional PET scanner is recogntzed when an existing fixed
PET scanner is utilized at or above 80% of capacity. which has been set at 2,600
procedures per year. This means that o need is triggered when a fixed PET scanner is
utihized at least 2,080 procedures per year.

The ttme period used to make this calewlation is the 12 month period retlected in the
2007 Hospital Licensure Applications - the 12 months ending September 30, 2006,
Based on this 12 month period. Presbyterian’s utilization rate for its PIT scanner was
1,988 procedures, or 76.46% of capacity
Thix was only 92 procedures - or 3.5% -
PET scanner in HSA HI.

short of triggering a need for an additional

Preshytertan’s PET utilization continues (o grow rapidly.

As shown in the materials submitied to the SHCC with Presbyterian's petition, for the
12 months ending November 30, 2006 - just fiwo months beyond the data used in the
Proposed 2008 SMEP - Presbyterian’s PET scanner was used for 2,095 procedures, or
817 of capacity.

For the 12 months ending December 31, 2000 - just three months bevond the data used
in the Proposed 2008 SMEP - Presbyterian’s PET scanner was utilized for 2,128
procedures, or 102% of capacity.

Thus, il the standard need methodology is applied to data that is more current by only
two or three months, then Presbyterian’s utilization of its PET scanner clearly
cestablishes a need for an additional PET scanner in HSA 1.

NIFS Healli Plasaing
RECFIVED

Medical Facilimies
Plassing Seemine




e Preshyternian’s PET utlization is not only strong, but shaws every indication that it will

continue to nerease.
e Asset forth in detail in the materials submutted with Presbhyterian’™s petition:

* Presbyvterian’s average number of PIT scans per month has inereased cach year
sinee Preshyterian began providing PET services in October 2004

*  Tuble 9K i the Proposed 2008 SMI-P shows that Preshyterian ranks third out ol
22 facihinies m the State with PET scanners in terms of PET scanner utilization:

*  The Proposed 2008 SMIEP recogmizes that “the clineal use of PET scanning is
increasing rapidly. and the new applications mvolve the diagnosis of cancer:”

e tappears ltkely that other PET codes will be added tor reimbursement, such as
those for cancer treatment monitoring and re-staging of cancer recurrence: and

¢ lable 96 an the Proposed 2008 SMEP shows that Presbyterian ranks in the rop
ferr out of 64 facthties in the State providing radiation oncology service in the

number of procedures performed.

Thus. Preshyterian currently has one of the highest rates of utihzation of its existing
PET scanner of any scanner in the State, and this utihzation is only expected to increase
given the Presbyterian’s robust cancer treatment progrant and the increasing number of
cancer-retated PET appheations.

Need determinations i the SMIEP are not simply mathematical exercises. This s why
the Proposed SMIFP s published for pubhic comment and why the SHOC considers
petitons for adjustments to particular need determinations.

Onee the standard methodology has been apphied to a snapshot of data from a particular
nme period, providers are allow to submut petittons to adjust the need deternmination
based on other information that was not capnrred i the standard methodoelogy and the

data snapshot from a particular ime period.

Presbyterian’s utilization nuntbers set forth in the Proposed 2008 SMEDP show that at
harely missed generating a need for an addinonal PET scanner in HSA . These
utihzation numbers were hased on a 12 month period that ended September 30, 2000,
By looking at utilization data that is only two to three months more current,
Presbyterian’s utilization ol its existing PET scanner casily generates a need for an
addinonal PET scanner in this HSA.

There are strong indicanions that Preshyterian’s utilization of its PET scanner wall ondy
continue Lo ncredse.

There s no reason why the SHCC should not consider this more current utilization data
from Presbyterian. In fact, this petition process is explicitly designed so that this type
of updated information from a particular hospital can be taken into sccount.

As d result, Presbyterian respectfully requests that the SHCC consider the updated data
regarding Presbyterian’s utilization of ats PET scanner and adjust the need
determination m the Proposed 2008 SMEP 10 include the need for one additional PET
scanner for HSA HIL
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Surses. PET Scanner Weekls Hours of Operation
Juls 2007
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Center Charlotte
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2008 Proposcd SMFP Public Hearing
July 25, 2007---1:30 ’M, Charlotte NC

Presbyterian Hospital: Request for Adjusted Need Determination to Add
One New PET Scanner for HSA I in the Proposed 2008 SMFP

Hearing Remarks of Rohert Quarles, M.D.
Nuclear Medicine and PET Medical Director, Department of Radiology
Presbyterian Hospital, Charlotte, NC
Board Certified Radiologist, Mecklenburg Radiology Associates

I have been involved with PE'T technology since 1987-1988 and it is the single most
important {ool to be developed in nuclear medicine in this generation

P1T is essentially a scan performed using a radioactively labeled sugar as the imaging
agent. Because cancer cells consume a large amount of sugar. the PET can detect and
then pinpoint the tumor more effectively than any other imagng modality,

The Presbytertan Hospital PET scanner has undergone a rapid ramp up since it becume
operational in October 2004, experiencing growth of 18 to 20 percent annual growth in
PET scans when comparing the first 6 months to the first six months of 2007, Please
refer to the exhibits enclosed that highlight the extent of growth in PET scans at
Presbyvterian Hospital.

In projecting the need for a second PET scanner at Presbyterian, 2 percent growth factor
per quarter was utilized or approximately 10 pereent on an annual basis.  This is very
conservative given the actual annual growth rate of 18 20 percent since PET services
began.

If Presbyterian Hospital must wait bevond the 2008 CON Plan vedr to seek the state’s
approval for an additional PET scanner. we project that the single PET scanner at TPH
will be performing 2.600 to 2.900 PET scans per vear. This is well bevond the practical
limits of the capacity of a single PIET scanner.

Based on actual PET volumes and anticipated growth, Presbyterian will need to file a
CON application in mid 2008 in order to go through the CON process and ensure that u
second PET scanner comes on line to meet increased the increased demand and avoidt an
unacceeptable bottleneck in aceess w diagnostic PET studies for our patients and their
referring physicians. Therefore, we are sceking in the 2008 SMIET 4 need determination
for one new PET seanner in HSA 111 now, so that patient access and quality of care can
be maintained.

The Presbyterian Cancer Center is one of the ten busiest cancer centers in the state with
Duke. FForsyth Medical Center. and Moses Cone Health System making up the top three.
Over 95 percent of the scans done at Presbyterian Hospital are cancer related.




2008 Proposed SMFP Public Hearing
July 25, 2007---1:30 PM, Charlotte NC

Presbyterian Hospital: Request for Adjusted Need Determination to Add
One New PET Scanner for HSA 11 in the Proposed 2008 SMFP

Presbyvterian Hospital will implement a third linear accelerator in Ballantyne n 2008
which will significantly increase radiation therapy treatments. This will add to the need
and demand for PEET serviees related to cancer scrvices.

The National Oncologic PIET Registry (NOPR) was established in 2005 by the Centers
tor Medicare and Medicaid Serviees (CMS) to expand coverage for PET scans with F-18
fluorodeoxyglucose (FI1DG-18). Currently CMS covers nine cancers and indications for
Medicare reimbursement. Howewver, as a result of the NOPR, 1t is expected that the
Muedicare coverage will be expanded. Once this occurs more indications for PET
diagnostic studies will be ¢ligible for reimbursement. This will also s¢rve to continue the
upward trend inthe demand for PET diagnostie studies at TPH.

PET is rapidly becoming the standard of care in cancer services at busy cancer centers
like TPH. Asthe use of PET diagnostic studies in cancer care continues to grow, other
diagnostic uses of PET are also expanding. For example, PET is also being recognized as
an cffective tool in cardiac. Alzheimer’s and other areas. Because our scanner is
operating close to capacity with a tull load of PLIT diagnostic studies for cancer patients,
we lack the necessary flexibility to fully expand PET diagnostic for additional specialties
and paticnts that would benefit. A second PET scanner at TPH would create the
necessary additional capacity to allow that growth to occur and be readily
accommodated.

File: PETPreshbyPetitionRemarks DrQuarlesPublic HrOSSNEPCharlone)7 23 2007 doc
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2008 Proposcd SMFEP Publie Hearing
July 25, 2007---1:30 PM, Charlotte NC

Presbyterian 1ospital: Request for Adjusted Need Determination to Add
One New PET Seanner for HSA 111 in the Proposed 2008 SMEP

Hearing Remarks of Wendy Burkart, BSRT, MHA
Direetor of Radiology Scerviees
Preshyterian Hospital, Charlotte, NC

e [ want 1o emphasize what Drs. McGinnis and Quarles and Cindi have already commented
on and that is the fact that given the current and finture PET demands at Presbyternian
Hospital. a sccond PET scanner 1s a necessity.

e Dr. Coleman of Duke University has been quoted estimating that the demand tor PET
services will increase at a rate of 15 percent per vear. With double digit growth in this
modality, Presbyierian Hospital will be unable 1o accommodate the growth, not will we
be positioned to accommodate new applications emerging in cardiology and neurology.

o The standard of care s transitioning to the use of PET/CT for radiation treatment
lanning. This process requires 90 minutes of scan/table tie as compare to 30 minuites for
2 p
PET.CY scan time. This translated to an increased barden on the existing PliT scanner.

e As Dr. Quarles stated we are only 4 pereent shy of the 2,080 adjusted scan threshold.
Our conservative quarterly volume projections indicate Presbyterian’™s PRT growth at 2
percent. This corresponds to the 8 10 percent annual growth compared to our actual
annual growth of approximately 20 percent since beginning operation in October 2004,
Based on these assumptions, PET volumes will range from 2,600 to 2.900 by the end of
calendar year 2009 .- well bevond the current threshold of 2.080.

e Inaddition, Presbyterian Hospital is currently above the 12,500 radiation treatment
threshold at 16,659, Accordingly Presbyterian Hospital will implement a third lincar
aceelerator in 2008, Cancer services continue to expand within the Presbyterian syvstem
and PET scans are an essential element in the diagnosis, staging. and treatment ot a
variety of cancers,

o These factors coupled with Presbyterian Hospital's strong growth necessitate additional
PET technology in HSA I for 2008. 1f a need is determined in 2008, the PET scanner
will not become operational until 2009 when our volume projections indicate we will be
performing well over the state threshold.

File: PETPresbyPeritionRemuarks Burkart PublicHIROSSMEP Charlotte 117 25 07 doc




2008 Proposed SMFI' Public Hearing
July 25, 2007---1:30 PM, Charlotte NC

Presbyterian Hospital: Request for Adjusted Need Determination to Add
One New PET Scanner for HSA 111 in the Proposed 2008 SMFP

Hearing Remarks of Cindi Gilbert, BHS, CNMT, PET, RT(N)
Superviser of PET Services
Presbyterian Hospital

FIDG-18 is the radioactive dose injected into the patient in order to find “hot spots™
tvpical of cancer in the human body.

This radioactivity decayvs very quickly and cannot be stored for fater use. Currently our
doses come to us from 1 Y2 hours away

The radioactivity is ordered per patient by the patient’s weight. type of PE'T scan, and
time of injection. So if a patient is late or not prepared for the scan the dose is wasted..

Our doses come as unit doses. one dose per patient drawn up in a syringe. and not a bulk
multi-dose vial. We are not equipped with robotic arms to draw up these doses from a
multi-dose vial plus the radiation burden to the technologists would reach upper ALARA
limits.

The commereial suppliers of the FD(G-18 do not make the doses past late moring so to
get additional doses for later in the day scanning is extremely difficult and not cost
effective. This would cause major financial and staffing changes for the commercial
suppliers as well. These vendors may not be willing to provide service for one hospital.
We are currently under contract with a vendor and are at its mercy.

FDG supplicrs cannot be expected to operate past normal operating hours in order to be
cost effective therefore it is not feasible to arbitrarily expand the PET operating hours.
Additionally patients already compromised by cancer or undergoing treatment cannot be
cxpected to undergo seans at late or very early hours outside of the norm.

Even it we were to somehow able to acecess doses for the afternoon and have them
delivered in the moming. the hot lab would have unacceptably high radioactive levels for
the statf.

Imlike the academic centers that have a cyclotron in their institutions, we cannot make
FDG-18 as needed. Plus we absorb the cost of cach dose not utilized. This makes us
different than academic institutions.

We could purchase a cyelotron for $2.3 million, fitit with the USP-797 ¢lean room
regulations. and bring in a radiopharmacist to make the doscs and an engineer to run it
With this idea. losing a dose or two per day would not be an issue as it is for the clinical
institutions. However, a cyclotron is not cost-ctfective in clinical facilities like
Presbyterian.




2008 Proposcd SMFP Public Hearing
July 25, 2007---1:30 PM, Charlotte NC

Preshyterian Hospital: Request for Adjusted Need Determination to Add
Onc New PET Scanner for HSA 111 in the Proposed 2008 SMFP

(Cindi Gilbert Remarks continued)

e Our paticnts arrive: thirty minutes apart. they arc injected with radioactivity, wait 90
minutes for FIG uptake. and are scanned approximately 30 minutes typically. The
uptake time protocol s the same as Duke University's,

e With that information in mind. knowing that the limiting factors of FDG availability.
other work flow barriers include patients arriving to the department late (the dose has
decaved to a point it is unusable and very il patients being injected 1na timely fashion.
Diabetic patients whose blood glucose level is elevated must have their scans canceled as
well as patients arnving that are non-prepped. Again, we absorb the cost of these doses.

e Wetry very hard to obtain patient information prior to the patient’s arrival but this is not
alwavs succeessful.

e When a radiation therapy patient arriyes. | block the schedule so the next two patients
conting in are an hour after the radiation therapy patient. This patient’s scan takes up
almost three times the amount of time that a traditional oncology patient takes. These
issues ereate a work flow barrier to our institution.

e Presbyvierian Hospital's PET is staffed from 6:30 AM to 6 PM Monday through Friday.
Patients are scheduled trom 7 AM to 5 PM. These operating hours are consistent and
rcasonable compared with other NC PET scanners facilities. Only mobile PET vendors
operate on weekends,

s The American College of Radiology (ACR) will request CMS to consider reimbursing
for other cancers immediately following ASNC in November. A decision should come
from CMS within 6 months.

s Also CMS is currently reviewing an indication tor PET reimbursement. This is for fever
of unknown origin (FOUY. A decision should be made within the next few months, As
the Medicare reimbursement expands and other payers follow. PET service demand and
volumes will only increase putting more strain on the one scanner at Presbyterian
ilospital. A sccond scanner is necessary to meet our immediate need as well as the
projected cancer and other specialty indications expected in the near future.

File: PETPreshyPetitionRemarksCindiGilbertPublicHIROSSMEPCharlotte 07 25 200712).doc
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2008 Proposed SMFP Puhlie Hearing
July 25, 2007---1:30 PM, Charlotte NC

Preshyterian Hospital: Reqguest for Adjusted Need Determination to Add
One New PET Seanner for BSA 111 in the Proposed 2008 SMFP

Hearing Remarks of L. Scott McGinnis, M.D,
Radiation Therapy Medieal Director, Preshyterian Caneer Center
Preshyterian Hospital, Charlotte, NC

PET is crucial to oncology services as the most accurate technology available to
pinpoint and target tumors. Since many tumors are undetectable on routine imaging
cquipment, PET has the unigue ability to scan and detect cancer at a molecular Jevel.
Iiarly detection and thus ecarlier treatmient results in better outeomes.

Bevond the diagnosis, PIT ean be used in radiation therapy and in the ongoing
assessment of therapy and in determining the need ot result of surgery. PET usage
lowers the need for additional surgeries. chemotherapy or radiation therapy with its
more precise imaging,

PET technology Tused with CT scanning capabilities is an important aspect in eancer
services. Inteprated PET technology has been one of the most significant advances in
diagnostic imaging in the past decades.

PET/CT technology improves outcomes as the tumor is targeted as a “hot spet”
allowing noncancerous tissue to remain undamaged during the radiation therapy.
This leads to better quality treatment with increased patient benefit.

PET is the leading tool in use with Tumor Boards and in conjunction with
Presbyterian's Multidisciphinary Clinies that currently involve breast, Gl. melanoma
and prostate cancers.

The Presbyterian Hospital PIET scanner is at capacity and is experiencing an increase
of 10 - 15 percent over the past five vears. At this rate of growth. without
consideration of new clinical applications or increased reimbursenient coverage,
Presbyterian ospital's PET scanner will be operating at more than the state threshold
by 2009.

To promote access and to remain efficient in providing quality diagnostic and
treatment options, a second PET scanner is necessary at Presbyterian Hospital. The
increased use of PET in radiation therapy planning consumes more time than a
diagnostic PET scan - almost triple the time. In order to accommodate the use o PET
diagnostics for superior radiation therapy treatment planning while continuing to meet
the ongoing demand for diagnostic PIET scans, another PET scanner would prove
more cost-cffective while meeting the needs of our cancer patients.




2008 Proposed SMFP Public Hearing
July 25, 2007---1:30 PM, Charlotte NC

Presbyterian Hospital: Request for Adjusted Need Determination to Add
Onc¢ New PET Scanner for HSA 111 in the Proposed 2008 SMFP

o The Presbyterian Cancer Center is one of ten busiest cancer centers in North Carolina.

This Tact. in addition 1o a third linear accelerator to begin operating in 2008 will only
increase the demand for PET diagnostic services at Presbyterian,

File: PETPreshyPetitionremarks DrMeGinnis PublicHIrOSSMEPCharlote 07 25 2007 doc
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Technology and Equipment
Committee Meeting

August 29, 2007

Positron Emission Tomography
(PET) Scanner
Material

Comments Related To

PET Need Determination in Proposed 2008 SMFP:
Forsyth Medical Center




COMMENT TO THE NORTH CAROLINA STATE HEALTH COORDINATING COUNCIL
REGARDING THE NEED DETERMINATION FOR POSITRON EMISSION
TOMOGRAPHY SCANNERS IN THE 2008 STATE MEDICAL FACILITIES PLAN

Forsvth Medical Center (“Forsyth™) submils this comment to the North Carolina State

Health Coordinating Council (“SHCC™), in support of the need determination contained in the

Proposed 2008 State Medical Facilities Plan ("SMFP™) at Table 9M. page 122, for a fixed

dedicated positron emission tomography ("PET™) scanner in Health Service Area ("HSA™) HL

Forsyth is a non-profit corporation operating a full service hospital in Winston-Salem

with 751 licensed acute care beds. Forsvth offers a comprehensive cancer program with four

linear aecelerators currently 1n operation.

As shown in the Proposed 2008 SMFEDP, Forsyvth

provided 28435 radiation oncology procedures in the most recent annual period for which

information is available.

Forsyth may be contacted about this Comment directly or through its counsel. at the

following addresses:

Novanot Health, Inc.

Forsyth Medical Center
Gregory J. Beier, President
3333 Silas Creek Parkway
Winston-Salem, NC 27103
Telephone: (336) 718-2015
gibeicra novanthealth.org

STIgHE e TTT D

Nelson Mullins Rilev & Scarborough LLP
Noabh H. Huffstetler, 1M1

Counsel for Novant Health and

Forsvth Medical Center

4140 Parklake Avenue. Suite 200

Raleigh, NC 27612

Telephone: (919) 877-3801

noeah huffstetler@ nelsonmullins.com

DFS Hraltls Plansing
RECEIVED

Medical Facitinies
Planning Secrion



On page 121, the Proposed 2008 SMFP provides in pertinent part:

One additional fixed dedicated PET scanner is needed for each
existing fixed PET scanner that was utilized at or above 80% of
capacity during the twelve month period reflected in the owner’s or
operator’s 2007 llospital Licensure Renewal Application on file
with the N.C. Division of Facility Services. For the purposes of
this determination. the annual capacity of a fixed dedicated P¥T
scanner is (2,600 x .80 = 2.080) proccdures. . . .

Applving this methodology. Table 9M on page 122 of the Proposed 2008 SMEP shows a
need for one additional fixed PET scanner in HSA 1, in which Forsyvth is located. Yor the period
covered by its 2007 annual license renewal application, the twelve months ending September 30,
2006. the utilization rate for Forsyih’s PET scanner was 2417 procedures. or 92.96% of

capacity. This utilization of Forsyth’s cquipment based on PET scans per scanner ranks first

among the twenty-twa facilitics in North Carolina with fixed PET scanners.

Morcover, the data set forth in Exhibit A to this Petition shows that the utilization of
Forsyth's PIET scanner continues to grow rapidly.  The growth in Forsytl’s PIET scanning
services is likely not only to continue, but to accelerate.  The discussion of PET utilization
comtained at pages 116-118 of the Proposed 2008 SMEDP recognizes “the steady grawth in the
number of ¢linical studies tor which the Centers for Medicare and Medicaid Services (TCMS™T)
authorizes reimbursement for PET scanning.” and concludes that “the clinical use of PET
scanning is increasing rapidly, and the new applications involve the diagnosis of cancer.” In
addition. the CMS National Oncologic PET Registry (NOPR)Y' is tracking data 1o determine if
other PET codes should be added for reimbursement bevond the current codes that focus on PET

scans used for initial diagnosis and staging of cancer patients. [t is likely that the data will show

Dr. Coleman, Vice Chair, Departmient of Radiolesy, Professor of Radiology. Director of Nuclear Medicine, Duke
University Medical Center. is Co-Chair for NOPR.

]
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that PET scans for cancer treatment monitoring and re-staging of cancer recurrence should also
be added as reimbursable PIIT scan codes. See Exhibit ', As shown on Table 9G at pages 108-
09 of the Proposed 2008 SMFP. Forsyth's radiation oncology service ranks second among the
sixtv-four facilities providing that service in North Carolina in the number of procedures
pcrf'urmed.: Given the robust and growing cancer wecatiment programs offered by Forsyth, and
the rapidly increasing number of types of cancer for which PET scanning is useful. itis clear that
Forsyth's PET utilization is likely to grow even more quickly in the coming vears. This is
further substantiated by the letter of Dr. Basile, Medical Director for Inpatient Radiology at

Forsvth Medical Center, which is attached as Exhibit B to this Petution.

Despite the clear evidence that an additional PET scanner is needed in HSA 1l as
indicated in the draft 2008 SMIP on page 119, Forsyth is concerned that there may be an attempt
to deprive it of the opportunity to apply for a certificate of need to acquire the needed equipment.
At the May 16. 2007 meeting of the SHCC's Technology and Equipment Comumittee, it was
sugeested that the threshold to trigger a need determination for an additional PET scanner should
be raised to 2.500 procedures or more per vear'. Moreover, Forsyth has received notice that a
“PET Scanner Discussion Group Meeting”™ has been schieduled for August 15, 2007, For all of
the reasons sct forth below. no attempt should be made to change the statewide methodology for

making PE'T scanner need determinations in the 2008 SMEP.

* As measured by ESTV-weigited radiation therapy treztment procedures: (13 Duke o 36,6340 (2) FMC ¢ 28,455,
13) Mosas Cone Health Systemn @ 28.362; (4) Cape Fear Valley Medical Center 27,6312 (5) First Health Moore
Reeional @ 23,764 (6) UNC Hospitals & 22, 224 (7) Mission Hospitals & 20,776: (8) NCBH & 202510 (9)
Catawha Valley Medica! Center @ 20.766: (10) The Presbyvterian Hospital ‘& 16,659 Sec Exhib1 D

* Based on a discussion at the May 16, 2007 mecting of the SHCC's Medical Equipment und Technology
Committee. The Chair of the Committee discussed a letter fromn Dr. Coleman at Duke Umiversity Medical Center
DUMC) that stated “our experience suggests that the eapacity of a fixed dedicated PET CT scanner 1s 13 procedures
a day.. If 15 per day were capacity, a fixed dedicated PET C'T scanner could provide 3,730 procedures per yuear (15
X 230). Given the length of time required to bring un additional machine on line, T would mzke the threshold a
volume of 10 procedures per day or 2300 per year.” Sce Fahibit € for a copy of Dr. Coleman’s letter. An
additional caleulation shows that the 2,500 PET procedures vear threshald 13 67% of 3750 PET procedures year
assuined annual capacity.
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First. the Agency's performance standards codified at 10A N.C.A.C. 14C.3703 reguire an
applicant proposing to acquire a PET scanner to demonstrate that "its existing dedicated PET
scanners ... performed an average of at least 2.080 PET procedures per PET scanner in the last
vear."* If the proposed change in the 2008 SMFP were adopted, the 2,080 procedure threshold
wonld be accordingly adjusted to 2.300 procedures. and should be applicable to any futre
application for new or replacement cquipment. Because the cost of PET equipment typically
exceeds $2.000.000, a CON is normally required to replace an existing scanner. For example.
during 2007 Duke University Medical Center submitted a CON application to replace a PET
scanmer with a new PET/CT scanner and the associated project capital cost was $3.7 Million
(Project 1.D. = 1-7794-07). the project was approved under the 2,080 unlization standard.
Theretore. if the threshold for a PET scanner need detenmination is raised to 2.500 proccdurcsﬁ
per vear, many existing providers of PEL scanning services will he unable to replace their
existing equipment when it reaches the end of its useful life, if they are not able to establish that
the annual utilization of their PET scanner will exceed the new higher volume threshold of 2,300
PET procedures per vear. Furthermore. the PET need method does not include any weighting
factors for PET procedures (as the MRI and CT scan regulations and need method dod. so this
would make it even more difficult tor all applicants secking to replace and update original PET

and PET CT scanners to demonstrate the need in a CON application.  Morcover, any attempt by

* The 2,080 PET procedures sear threshold is 80% of the annual capecity of a PET scanner 2,600 PET
proceduresyear. (- 2,600 X .80 — 2,080). This PET scanner capacity definition and utilization threshold to trizver
need for a new PET scanner is found in the 2007 SMFP at page 115 and in the draft 2008 SMIP at page 121

* Based on a discussion at the May 16, 2007 meeting of the SHCC's Medical Equipment and Technoleay
Committee. The Chair of the Committee discussed a letter from Dr. Coleman at Duke University Medical Center
DUMC) that stated “our experience suggests that the capacily of a fixed dedicated PEY CT scanner i3 15 procedures
a dav...1f 1S per day were capacity. a fixed dedicated PET CT scanner could provide 3,730 procedures per veur (13
X 230}, Given the length of time required to bring an additional machine on line, 1 would make the threshold a
volumie of 10 procedures per day or 2.500 per year,” See Fahibit C for a copy of Dr. Coleman’s letter.  Ap
additional calculation shows that the 2,500 PET procedures year threshold is 67%% of 3.730 PET procedures year
assumed annual capacity.




the Certificate of Need Section to exempt a certificate of need application to replace existing
equipment from the new standard would arbitrary and capricious, and therefore subgect to legal
challenge.

Second. the argument for raising the assumed capacity is premised n part on the current
requirement in 10A N.C.AC. 14C.3702(0)3)B) that a PET scanner be operated for “a
minimum of twelve hours per dav. six days a week.”™ However, the seventy-two hours of weekly
operation required for a PET scanner is inconsistent with the sixty-six hours per week required
for simular technologics like a MRI scanner. under 10A N.C.A.C. 14C.2702(c)(1). and o CT
scanner. under 10 N.C.ALC. 13C 2302(k). A PET scanoer should not be expected to operate
more weekly hours than those other diagnostic modalities. This point is reinforced by the views
expressed in the letter attached as Fxhibit B, in which Dr. Basile maintains that it is unreasonable
to expect a PET scanner to be operated as many hours per week as a Ot or MRI unit®.

Finally. it is procedurally inapproprizte to mmplement a fundamental change in a
methodology for the 2008 SMFP having statewide implications m a specially convened August
1572007 meeting of a “Discussion Group.” As explained on page 7 of the 2007 SMEP:

Persons who wish to recommend changes that may have a statewide

effect are asked to contact the Medical Facilities Planning staff as carly in

the vear as possible. and te submit petitions no later than March 7.

Changes with the potential for a statewide effect are the addition.

deletion. and revision of policies and revision of the projection

methodologies, These types of changes will need to he considered in the

first four months of the calendar vear as the "Proposed SMEP™ L. is being
developed.

" Dr. Coleman’s Mav 2007 Jetier to the SHCC s Medical Equipment and Technoelogy Comimittee suggests that. at
that time. the DUMC PET.CT scanner was operated 12 hours per day on weekdayvs (Monday  Friday) or 60 hours
per week.

Dwacd e 2000




Any such change could first be considered by the full SHCC at its September meeting,
after the “Public Review and Comment Peried™ which includes six public hearings conducted
throughout the State on the Proposed 2008 SMFEFP. and which concludes on August 3. 2007, To
change a statewide methodology after any opportunity for public comment on the 2008 SMEFP
has ended would clearly violate the established procedures tor the annual update of the SMFEP.
Thus. the carliest such a change could properly be implemented is i the 2009 SMFP.

Given the foregoing considerations. Forsyth respectfully submits that the 2008 SMFP
should include a determination that an additional fixed dedicated PLIT scanner is needed HSA
I, and that any proposal to change the statewide methodology tor making such need
determinations should be considered in accordance with the established State Health Planning

Process for pessible inclusion in the 2009 SMEP.

File: PETCommentt MCToSHCCORProposedSMIP.07.20.07 doe
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Forsyth)MeDiCAL CENTER

July 19, 2007

Chris Ullrich, M.D., Chair

Medical Equipment and Technology Committee
State Health Ceordinating Council

701 Barbour Drive

Raleigh, NC 27603

Subject: Comment to the State Health Coordinating Council Regarding the Need Determination for
One New PET Scanner for HSA Il in the Proposed 2008 State Medical Facilities Plan

Dear Dr. Ullrich:

I support of the Need Determination for a fixed dedicated positron emission tomography (PET) scanner in
Health Service Area (HSA) Il contained in the Proposed 2008 State Medical Facilities Plan (SMFP). An
additicnal scanner is needed as PET services will clearly continue to grow.

Forsyth Medical Center (FMC) began offering PET services in August 2004 and since then we have
completed over 6000 exams. As shown below, the average number of exams per month has increased
steadily and is currently almost 250 per month. Over 90% of these exams have been completed on
oncology patients. FMC's Derrick L. Davis/Forsyth Regional Cancer Center is the second busiest cancer
center in the state second only to Duke, when measured by the number of ESTV radiation therapy
treatments offered during FFY 2006 as reported in the proposed 2008 SEMP. FMC’s oncelogy program
has experienced sustained growth over the past several years and this growth is expected to continue.
Thus a second PET scanner will become necessary not only to keep up with the growing demand from
cancer physicians and their patients, but also to allow the expansion of FMC’s PET studies to additional
specialists and their patients.

100

50

2004 2005 2006 2007

Figure 1. Average number of PET exams per month for each
year that PET has been availabie a1 Forsyth Medical Center.
Winston-Salem, NC.

! Based on ESTV-weighted radiation therapy procedures report in the Proposed 2008 SMFP: (1) Duke at 36,634, (2) FMC at
28.435; (3) Moses Cone Health System at 28.362; *4) Cape Fear Valley Medical Center at 27,631, (5} First Health Moore
Regional at 23,764 (6) UNC Hospitals at 22, 224; (7} Mission Hospitals at 20,776; (8) NCBH at 20,251, (9) Catawba Valley
Medical Center at 20,766, (10) The Presbyterian Hospital at 16,659,




Comment o the State Health Coordinating Council Regarding the Page 2
Need Determination for One New PET Scanner for HSA 1 in the
Proposed 2008 State Medical Facilities Plan

With regard to PET growth, the National Oncologic PET Registry (NOPR) was established in 2005 in
response to a proposal by the Centers for Medicare and Medicaid Services (CMS) to expand coverage for
PET with F-18 fluorodeoxyglucose (\*FDG) to include cancers and indications not presently eligible for
Medicare reimbursement. Prior to May 2006 when the NOPR began registering patients to capture data
on additional oncologic indications for the use of PET scans, CMS paid for PET scans for only nine types
of cancer. The attached table from the NOPR website (http://www.cancerpetregistry.org) shows the types
It also shows the additional cancers and indications for which Medicare reimbursement is available
through the NOPR (designated with a v} if the patient's referring physician and the provider submit data
to the clinical registry to assess the impact of PET diagnostic information on cancer patient management.
Sponsored by the Academy of Molecular Imaging and managed by the American College of Radiology
through the American College of Radiology Imaging Network. the NOPR is implementing this registry
for CMS. Considering the impact of the NOPR, PET will surely continue to grow as the CMS begins to
cover for more cancers the diagnosis, initial staging, treatment monitoring during therapy (chemotherapy.
radiation therapy. or combined modality therapy) and re-staging after completion of therapy and detection
of suspected recurrence.

A PET/CT scanner should not be expected to operate more weekly hours than other diagnostic modalities
such as computed tomography (CT) or magnetic resonance imaging (MRI). Unlike CT or MRI that must
operate 66 hours per week as per 10A NCAC 14C.2302(k) or 10A NCAC 14C.2702(c) 1), respectively.
PET/CT scanners are being held to an operational standard of 72 hours per week per 10A NCAC
14C.3702(bX3XB). Perhaps this requirement is based upon the lengthy total exam time of approximately
210 2.5 bours for PET. For example. the uptake time of the *FDG is generally 60 to 90 minutes.
followed by a scan that takes approximately 25 to 30 minutes. But, unlike CT and MRI that are used for
innumerable indications. PET is used for a small subset of the general patient population that includes
primarily oncology patients. Furthermore, unlike CT and MRI which may be stafted to operate 24 hours
a day to meet urgent and emergent needs. the daily PET schedule is limited to the availability of the
cvclotron-produced *FDG from regional vendors — at FMC, we are only able to offer access to PET

services only 12 hours per day.

Oncology is only one specialty that utilizes PET. For example, cardiology patients may benefit from
"FDG exams to assess myocardial viability and neurology patients may benefit from exams to diagnose
Alzheimer’s as Medicare does reimburse PET scans for these indications. But because FMC is
committed to providing the best patient care in a timely manner, we have not yet fully introduced our PET
services to the cardiologists or neurologists nor have we begun to implement therapy treatment planning
with the radiation oncologists. Since the availability of FMC's one PET/CT scanner is limited to just 12
hours per day as described above, we took forward to the opportunity to seek the state’s approval for a
second PET/CT scanner in 2008. This will better enable us to provide excellent service to a wider variety
of referring physicians whose patients would benefit from PET diagnostic studies.

Thank vou for the opportunity to provide comments in support of the Health Service Area (HSA) Il PET
Scanner Need Determination in the Proposed 2008 State Medical Facilities Plan. If I may provide
additional information, please contact me at (336) 718-5844.

Sincerely,

VIR ro.

Vito Basile, M.D.. Medical Director
Department of Radiology
Forsyth Medical Center




National Oncologic PET Registry (NOPR)
Cancers and Indications Eligible for Entry inte NOPR

{Information avarlable at hitp/Awww cancerpetregistry org/indications htm)
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~ Eligible far entry in NOFR
C Not eligible for entry in NOPR (because already nationally covered indication}
NC Not eligibie for entry in NOPR (because natonally non-covered indication)
N& Not applicable
1 Does not cover initial staging for axillary ymph nodes for breast cancer patisnts and regional ymph nodes
for melanoma patients
2 Patien! must have prior CT or MRI negative for extrapelviC metastatic disease to qualify as a covered
indication. Patients who do not qualify for covered indication (e.g., because CT or MR! not done or because
either showed extrapelvic metastatic disease) can be entered on NOPR.

3 To qualify as a covered indication thyroid cancer must be of follicular cell origin and been previously treated
by thyrokiectomy and radioiodine ablation and have a serum tyroglobuiin > 10 ng/ml and nagative 1-131
whole body scan. Patients who do nat qualify for covered indication [because tumor other than follicuiar
cell origin or thyrogicbulin not eievated) can be entered on NOPR.
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t DLKE UNIVERSITY MEDICAL CENTER s o P
" R. Edward Caleman, M. RECEIVED
Professoe o {-cs_‘t?'larm.ﬂ
Daratnam of Radizop .a“_‘{ 13 mm
May 14, 2007 Medical Faclies
Planntng Section

Mr. Tom Elkins, Planger

Medical Facilities Plenning Section

Division of Facitity Services

N. C. Department of Health & Human Services
701 Barbour Drive

Raleigh, NC 27603

Re: PET/CT Capacity
Dear Tom:
Pruncan forwardad m2 your question about the feasibility of increasing the capacity of
fixed dedicated PET scanners in the nead methodology incorporated in the Stlate Medical
Facilities Plan.
For saveral reasons your inguiry is perfectly tmed:
The PET/CT scauners aow being purchased are significantly faster than
die PET-0nly scanners that they have replaced, In short, wz now have

enoagh experience with the PET/CT to revise the need methodology to
agsLne {13 use.

[V

The fc«.} noiogy has stabilized. The PET/CT we will instal! later this year
is no faster or more efficient than the PET/CT wae installed 4 years ago,
and 1 do net foreses any significant change in the years ahead,

Our experience suggests that the capacity of a fixed dedicated PET/CT scarmer is 15
procedures a dav. Dering the year endad Jme 30, 2006 our PET/CT provided 3,327

. "?_—'._ M
procedures, for an average of 13.3 per day. With the demand continuing to increase, we
havg lengthened cur schedule znd our PET/CT now averages 15 procedurss pey day,

To maintzin that volume, our staff amrives about 5:30 AM. every weekday, the first

patient is schaduled 21 6:45 AM,, the Jast pa'lcrt is scheduled at 5:00 P.M. but 15 usually
scanned close o 6:00 P.M., and the scrvice closes at 6:30 P.M.
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Tom Eikins
May 14, 2007
Page 2

1713 per day were capacity, a iixed dedicated PET/CT scanner could provide 3,750
procedures per year (15 x 250). Given the length of tima required to bring an additionat
machine on line, I would make the threshold a volume of 10 procedures per day or 2,500
per year. Even though new indications wil! not expand the use of PET scaaning in the
next few years, the deinand is likely to continue increasing about 13% per vear, and we in
North Carolina should be positioned to meet that demand.

I bone that these supeestions erz helpfil. If you kave questions or nzed fusther
p a ] ¥ q
nformation, please let me know,

Sincerely,

( Cdund. (plenan_

R. Edward Colesrman, M.D.

Vice Chair, Department of Radiology
Professor of Radiology

Director of Nuclear Medicine

cer Durcan Yaggy
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Proposed 2008 SMFP
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Table 9K: PET Scanner Utilization of Existing Fixed Dedicated Scanners

Procedures g Ltilization Rate |Need Determination
Center 2002-12003-)2004- 120051 HSA § Year 2006 Pracedures . | by Criteria - 80%
2003 {2004 |2005 |2006 Z 12600 as Capacity | of Present Capacity
Mission Hospiials () 644 g75 | 1003 I ] 3B .5E%
Catawba Vallew Frve Reg. i 848 | 1258 [ 1 48.38%
N.C. Bapust Hospitals 117§ 1797 | 1266 | 1477 II 1 56 81%
Maoses Cone Health Sysiem (o) 1382 [ 17601 I 1 67.69%
Forsyth Medical Center (p) 130 | 1579 {24173 11 [ 92.96% 1
Hich Point Rewional (1) 179 356 | 574 i i 22 .08%
Alamance Hep. Medical Ctr. (o) 374 1 1 13.38% mobile procedures
Casolinas Med Center(ai () 2314 | 2908 | 3049 | 36351 NI 2 69.90%,
Gaston Men. 2 CI§ Summur (m) 172 | 700 | B46 | I 1 12.54%
NorhEast Medical Center () 330 481 615 I 1 23 63%
The Presbytenan Hospital {9} 1544 | 1988 | 10l | T6.46%
tredell Memorial Haspital (1) NAa | I 1 NA
PDuke Univ. Hospital {d) 3230 ) 3135 | 3061 [ 35396 IV 2 69.15%
LNC Hospitals {b) 1230 | 1389 | 1144 | 1386 | TV 2 26.65%
Rex Hospital {¢) 307 116 | 1543 [ 15| IV 1 73.58%
Wake PET Senvaces. Wake
Radiology Omcology, Waks
| Radiology, WakeMed (5) NA IV 1
New Hanover Ren. Med. (@) 582 755 v | 26 04%
Caye Fear Valley Medical Cir (1) 629 | 1218 | 206010 W 1 79.58°%% )
First lmaging of the Carolinas (1) 351 526 S50 Y 1 21.15%
Piit o, Memorial { ¢ ) 418 393 §12 Vi 1 32.00%
Craven Reg, Medical (1) 719 831 VI ! 31.96%
Nash General Hospital (u) 336 | VI 1 12.62% mohile proceduras
TOTAL 6127112168 21.270]28.215 25 1

2005 215 (6 187°2007)
NA Not Applicable for time penod ending Sepiember 30, 2006,

{a) Approved for addrional scanner in November 2001,

{b} Approved for scanner in June 2000 and additional
scanner under Policy AC-3 i November 2005.

{c) Approved for scanner in August 2001,

{d) Appreved for addiinnal scanmer under Policy AC-3
in September 2002,

{e) Approved for scanner in September 2002,

£y Approved for scanner in January 2003.

{g) Operationat in October 2004,

{h) Approved for scanner in August 2003.

{ i ) Approved for scanner in August 2003

() Approved for scanner in July 2003,

(k) Approved for repiacernent of 1 scannar in June 2003

i 1y Approved for scanner in October 2003.
{m) Approved for scanner in December 2063,

{7} Approvad for scanner in December 2003
fo) Ops-ationzlin Oclober 2004.

(p) Approved for scanner in June 2034,
tq) Approved for scanner in June 2004,
{ r} Approved for scanner in January 20035

(s} Approved for scanner in November 2005,
() Approved for scanner in January 2007,
{uy  Approved for scanner in Aprl 2007,

tv)  Approved for scanner in May 2007
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Proposed 2008 SMFP

Table 9G: Hospital and Free-Standing Linear Accelerators
and Radiation Oncology Procedures (sce note at bottom of table)

—

[

Service LIN] PROCEDURES (ESTVs)
Facility Name Area#| County [ACC| 2005-2006!Average per Unit
Harris Regional Hospita), Inc.-Mtm Trace] 1 |Jackson H 1,503 1,503
NC Radiation Therapy - Frankhn 1 |Macon 1 2,2 2,277
Mission Hosprtals (S) (b) 2 |Buncombe | 3 {20,766 ) 6,922
NC Radiation Therapy - Ashevillel 2 |Buncombe | 2 ;012 3,506
NC Radiation Therapy - Clyde 2 |Haywood 1 4,359 4,359
NC Radiation Therapy - Marion 2 |McDowell 1 2,534 2,534
Watauga Hospital 3 [Watauga 1 4,491 1,491
Margaret Pardce Mem. Hlospital 4  |Henderson 1 6,591 6,591
NC Radiation Therapy - Brevard 4 (Transylvanig | 1,709 1,709
NC Rad.Therapy - Hendersonvillel 4 jHenderson | 1 645 645
Catawba Valley Medical Center 5 |Catawba 2 Q_S_,_Qﬁﬁ) 9,004
Frye Regional Medical Center 5 |Catawba 1 NA NA
Grace Hospital, Ine. 5 |Burke 1 NR NR
Valdese General 5 |Burke 1 6,082 6,082
Caldwell Memorial Hospital, Inc. 5 [Caldwell 1 1,056 1,056
Cleveland Regional 6 |Cleveland 1 6,989 6.989
Gaston Memorial Hospital (h) 6 [Gaston 3 11,761 3,920
NC Radiation Therapy - Forest City 6 |Rutherford 1 4,656 4,636
2006 SMFP Need Determination 7 1
Carolinas Medical Center (S) 7  |Mecklenburg| 3 14,128 4,709
CMC-Union Reg. Medical Center (1) 7 |Umon 1 8,428 8,428
Matthews Radiation Oncology 7  [Mecklenburg] t 10,803 10,803
Presbytenian Hospital 7 |Mecklenburg| 4 (16,6397 | 1,165
University Radiation Oncology 7 |Mccklenburg]| 1 7,289 7.289
Iredell Memorial 8 (lredell 2 6,834 3417
Lake Norman Radiation Oncology C 8 {Ircdell 1 4.641 5,525
Rowan Regional Medical Center 8 |Rowan 1 5,519 5,519
NorthEast Medical Center 9 |Cabarrus 2 13,009 6,505
Stanly Regional Medical Center 9 {Stanly 1 4,427 4,427
Forsyth Mcmorial Hospital 10 |Forsyth 4 (28,435) 7,109
Hugh Chatham Mcmonal Hospital {d) 10 |Surry 1 3,911 3,011
L IN. C. Baptist Hospitals (S) 10 [Forsyth 4| 120251} 5,063
2006 SMFP Need Determination 11 [Davidson |
High Point Regional Health System 12 |Guiford 2 9,344 4,672
Morchead Memorial Hospital 12 |Rockingham | 1 5972 5972
Moses Cone Health System 12 [Guilford 4 (28,362 7,091
Randolphr €ancer Center(m) -~ | ~ 13— [Randolph ™17 CTTRAT )TN ATTTT T
UNC Hospituls (S) 14 [Orange 4| (222247 5,556

b _(‘.{‘.

'
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Proposed 2008 SMFP

Table 9G: Hospital and Free-Standing Linear Accelerators
and Radiation Oncology Procedures (see note at bottom of table)

Service LIN{ PROCEDURES (ESTYs)
Facility Name Area#| County [ACC| 2005-2006| Average per Unit
Alamance Regional Medical Center (3) 15 |Alamance 2 7,991 3,996
Duke University Hospital {S) 16 {Durham 5 | (36630 7,327 + -1
Durham Regional Hospital 16 (Durham 1 6,128 6,128
Maria Parham Hospital (c) 16 |Vance 1 4,833 4,833 B
FirstHealth Moore Regional 17 [Moore 2 | (237640 11882 12
Scotland Memonal Hospital (1) 17 [Scotland ] 4122 4,122
Cape Fear Valley Medical Center (a)| 18  [Cumberland [ 4 C2.7',63 1) 6,908 4+ Y
Southeastern Regional Medical Center 18 |Robeson 1 9,484 9,484
New Ilanover Radiation Oncology 19 |NewHanover | 2 | (15,1560 7,578
New Hanover Regional Med Ctr 19 |New Hanover | 1 7,599 7,599
South Atlantic Radiahon Oncology, LLC (¢ ¥ 19  |Brunswick 1 NA 0
2007 SMFP Need Determination 20 1
Cancer Cus of NC - Raleigh Hematology] 20 [Wake 1 8,924 8,924
Duke Raleigh Hospital 20 |Wake I 7,323 7,323
Rex Hospital 20 {Wake 4 16,184 4,046
Wake Radiology Oncology Services 20 {Wake 1 5,960 5,960
Triangle Radiation Oncology Services 21 [|Johnston 1 2,648 1,093
2006 SMFP Need Determination 21 llohnston 1
Lenoir Mcmorial 22 |Lenoir 1 6,147 0,147
Wayne Radiation Oncology Center 22 [Wayne ] 6,952 6,952
Carteret General (g) 23 [Carteret 1 4,015 4,015
Craven Regional Med Ctr 23 |(Craven 2 12,415 6,208
2006 SMFP Newd Determination 24 |Onslow 1
Nash Day Hospital 25 |Nash 2 7,905 3,953
Roanoke Valley Cancer Center 25 |Halifax 1 3,208 3,208
Wilson Memoral Hospital 25 |Wilson ] 4,413 4,413
Ahoskie Cancer Center 26 |Herford 1 3,173 3,173
Carolina Radiation Medicine, P A. () (SX 26 |Pitt 1 5,200 8,206
Pitt County Mcmorial Hospital (S] 26 [Pitt 3 16,013 5,338
Albemarle Hospital 27 [Pasquotank [ | 4,403 4,403
Outer Banks Cancer Center 27 |Dare 1 4,977 4,977
TOTALS (64 Facilitics) e P 112 579,883 5178

Nota: The above inventary of linear accelerators is subject to change if it is determined that any of the

.listed eguipment was not acquired in accordance with N.C. G. $. 131E.175, et.seq, prior to August 26, 20905,
T9G2008p xIs (06/6/2007)
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The National Oncology PET Registry (NOPR)
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Info For PET Faciiities ¥
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InFQ For Paniens

-'_"JJ “Hry Laked
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Trucsnnnal W ater s
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MDAy ELEIUS Repont
antant s
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YWhat is the NOPR

NOPR Background
The hational Cncologic PET Registey {NOPR) was develgped in rasponse ta the [one-:
womvcoes proposal to expand coverage for positron emission tomography wiath F-18 fluo
include cancers and indications nat presently eliqible for Medicare reimbursement. Mag
these cancers can now be oblained if the patient’s referning physician and the provider
registry to assess the impact of PET on cancer patient management. The NCPR is imgpl
CMS, The NOPR is sponsored by the 4oater, fYiicoo 27 =33 -2 and managad by the
through the Zme-ien Tooeze (F Sziings 72

S Bl

Thie NOPR received input from, and is endorsed by the ACR, the i~z Do

T e e oA

—vxy‘ R Wem e

NOPR Status Update
The NOPR began accepting facility registraticns in late November 2005 and patient rog
2006,

How to Register as a Participating Site
Any PET facility that is approved to bill CMS for either techmical or global charges can .
NOFR. Sites are not required to have ACR or ICANL accreditation to parhmpate Intaere

via the Z=7 .0 fezaranns tnoren tha HOPR Web site, oww JerrevT7es The fa
Faciity Pre-Registration and Registration Forms onlina through the ¢
Registration process the facility must send an executed ACR -Fol T

Headquarters al 1518 Market Street, Philadelphia, PA 15103, The ACR HIPAA BAA 15 a
site under Sample Forms. NOPR will assign a facility 1D number and send an inveica fc
[$50) and the escrow account (2mount determined by the faclity).

How to Register as a Participating Site

Ay PET facihty that is approved to bill CMS for either terhmcal or glubal eharges can,
MOFR. Sites are not required to have ACR or ICANL accreditation to participate. Intere
via the fz-i1, ®2e 2007 tool on the NOPR Web site, ww. Taorari Teer arey oo, ibve f2
Faciity Pre- Qegnstranon and Registration Forms online through t.le Lt

the Registration process the facility must send an executed ACR

Headquarters at 1818 Market Street, Philadelphia, PA 19103, The HCQ HIFAA BAA IS 2
<ite ender Sample Forms. NOPR will assign a facility 10 number and send an myoice fc
{350} and the escrow account (amount determined by the facility).

Patient Eligibility

Medicare beneficianes who are referred for 2ET for essentally aif encglogic indications
reimbursable under Medicare are eiigible to particpate in the NOPR. The -
indications that wiil be accepled in the Registry.

PET Facility Responsibilities
The PET facility is responsible for collecting and entering pzbient data ko the Regiatry
applicaticn at www.CancerPrTregistry.org. Below is a drief summary of the data collec

u VWhen a patient eligible far entry nto the HHOPR presents at the PET facility, the
referring physician and cbtzing confirmation that the referring physician will su
data requirements.

a The facility registers the patient on the HOPR via a Web form, at which time a
assigned.

@ The SOPR will e-mail confirmation to the PET faci:ty and at the same time o-n
form to the PET feciity for dalivery to the referring physician,

frorhat kit

07:19:20047




The National Oncology PET Registry (NOPR) © Page 2of 3

The referring physician must complete and return the fop--t7 --— 1o the PETf
must enter the Pre-PET Form irnio the NOPR databasa .J»/ r‘mdmnht of the dav o
At some time before the PET study, or when the satient arrives far the PET sca
provide the patient with the ACR IRB-appraved standard NOPR Patiert Informa
the ROPR Web site. The patient will ba able to contact the KOPR directly for me
The patient will indicate bis or her consent verbally to staff at the PET facility, «
study of within two working days after the PET study s completed. Written con
PET facility wiil note in the database and an the PET Report Form, if the patient
for use of his or her data in future NOPR research,

After the PET scan is performed, the PET faci'ity sends the PET report to the red
study completion date into 2 Web form, and submuts the report ext clectronica
Note that the PET scan must be completed and the PET Scan Completicn Form
database within 14 days of case registration or the case will be marked as ineii
After the PET Scan Report Form is enterad, the database well send the PET facl
5T fo-— for delivery 1o tThe referring physican. Thes form vl also include an A
Physician Informaticn Sheet. The physician will indicate on the Post-PET Form s
the response data mn future NOPR research has heen given or w:thheld. All data
dataset used by NOPR investigators for research witl contarn only the data of o
both have censented to have the data included. This form must ba completed,
and entered into the NCPR database within 30 days of the PET scan.

Referring Physician’s Responsibilities
The patient’s referring physician must agree to complete pre- and post-PET data cotlae
approximately 5 questions regarding the patient’s plarred managomaent.

The Pre-PET Form must be comp'-ﬂtcd b; the referming physician and returnaed t
patient’s PET scan. A blank 77777 7o~ ¢can be downloaded from the NOPR WWe
facrity at the time of pat: ent referral af the form s not submrtted with the refe
will be e-marled to the PET facility for delivery to the referring physician. The P
to the FET facility via, FAX, mall, cr hand delivery.

After the PET s parformed a patient-specific “ore-087 To-~wll] be e-mailed to tl
the referring physician for completion within 30 days. Thus form will also includ
Referring Physicran Informeaton Shect. The physician will indicate on the Post-f
for use of the respanse datain future NCPR research Ras been given or withhe
CMS, but the dataset used by NCPR invastigaters for research will contain only
ohysicians when both have consented to have the data included. This form can
faciity wvia FAX, mail, or hand delivery.

The case s eligible for CHMS reimbursemnent only (f the Pra-PET Form s cocmplfeted and
prier to the PET scan and the Post-PET Form s compieted and returned within 20 days

How to Obtain Medicare Reimbursement

The NCPR dalabase wiil notify the PET facilily when 3!l case data bave been ertered. 1
CMS for the study, The PET facility can check on the case status of therr patierts at ar

teols availlakle on the HWOPR Web sre.

Sponsored by;
m Acadermy of Molecular Tmaging
Endorsed by:

a Amercan Coilega of Radiclogy
8 Amarican Socicty of Clinical Oncclogy
a Sociely Tor Nuclear Medicire

Managed by:

o Armerican College of Rad ology

s American College of Radilogy linaging WNetwork

Advisor:

http:www.cancerpetregistry.org.what.htm
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“he National Oncelogy PET Registry (NOPR)

e Centers for Med care & Medicand Services
NOPR Working Group

m Chair:
o RBruce Hilner, M0,
Vvirginia Commanwealth LUniv,,
{804) 828-512%

o s lmse e Y=

» Co-Chair:
< Barry Siegel, M0,
Washington University,
{314} 362-2809
3 R Edward Colernan, MO,
Duke University,
(919) 6B4-7244
G Anthony Shivids, MDD,
Wayne State University,
{313) 576-8735
SUBDEZI e ST RO T

1818 Market Street, Suite 1600, Philadeiphia, PA 19133 |

httplwsw.cancerpetregistry org-what.htim
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Proposcd 2008 State Medical Facilities PPlan

Public Hearing - Aungust [, 2007
Medieal Fac ifgpy.

3 . . " N : " p'!'“'“\ﬁ SECIA
Public Hearing Comments on Behalf of Forsyvth Medical Center

Wallace C. Hollowell, 111

Good alternoon. My name is Chuck Hollowell, T am an attorney with the law finm
Nelson Mullins Riley & Scarborough, LLP. T am speaking woday on belalt of Forsyth
Moedicat Center.

lForsyth Medical Center submitted a comment on the Proposed 2008 State Medical
Facorhties Plan ("SMIFP™) ar the July 20, 2007 public hearing.

Today's remarks are made in support of this comment by Forsvith Medical Center.

The Proposed 2008 SMEP currently shows a need tor one additional fixed PET scanner
in HSA H. where Forsyth Medical Center s located.

This need determimation s based on o methodology that sets capacity for a fixed PET
scanner at 2,600 procedures per year. A need for an additional PET scanner is
recognized when an existing hixed PET scanner s utilized at or above 809 of this
capacity - or 2,080 procedures per vear,

The need set forth in the Proposed 2008 SMIFP was generated as a result of Forsyvth
Medical Center’s unlization of its existing PET scanner, which was at approximately
93% of capacity.

There is some concern that there nray be an attempt to change the methodology for
projecting the need tor fixed PET scanners at this late date in the development of the
2008 SMI-P.

As far as Forsyth Medical Center s aware, no formal petition has been subnitted to the
SHCC to make such a change.

Instead, Dr. Edward Coleman from Duke University Medical Center submitted a tetter
in May to Mr. Elking in the Planning Section suggesting that the need for an addinional
PET scanner should be recognized when an existing fixed PET scanner is performing
2,500 procedures per year - as opposed o 2,080 procedures as set forth in the
Proposed 2008 SMIP.

Based on this detter, there was discussion at the May 16 mieeting of the SHC(C's
Technology and Lquipment Committee that this threshold should be raised.
Subsequently, a "PET Scanner Discussion Group Meeting™ has heen sceheduled for
August 15, 2007,

Forsyth Medical Center is coneerned that there may be an attempt (o change the need
nicthodology tor PET scanners atter the public hearing process for the Proposed 2008
SMI-P has ended.

Forsyth Medical Center believes this would be improper.

The 2007 SMIP sets forth very clear procedures governing petitions to change the
SMEP’s need miethodologies. The 2007 SMEP states that any petitions proposing a




revision to the need methodolegies maost be submitted to the Plannimg stalf as carly n
the vear as possible, and no later than March 7. 2007 10 states that these 1ypes of
changes will need 10 be considered in the first four months of the calendar year as the
Proposed SMEP ix being developed.

o Thus, the 2007 SMIFP makes it very clear that any proposal to change a need
methodology i the SMIFP. must be submitted carly in the vear, so that it can he
considered during the first four months of the vear. This allows such tundamental
changes to be tully considered by the SHOC and incorporated into the Proposed SMEP,
which is then made available for review and comment in a timely manner. This allows
such fundamental changes o be considered as part of the public hearing process that as
taking place at this time,

e Inthe notice from the Department of Health and Human Services regarding the public
hearing process, it states: “The hearings provide the public an opportunity to commet
on all aspects of the proposed plan.”™

e  Mr. Fitzgerald is quoted as saying: " Publhc comment ix a critical part of the process
that shapes and fine-tunes the State Plan.”

o If such i fundamental change in a need methodology is not proposed or considered until
afier the public hearing process has ended. then this deprives the pubhic of the
opportunity to comment on such changes.

e It would be directly contrary with the procedures governing the development of the
anmal SMEP o first consider a proposal atiecting a need methodology at an August i5
*PET Discussion Group Meeting ™ that takes place after the final public hearing on
Aupust 1.

e Such a change can only be properly considered as part of the preparation of the 2009
SMEP next year.

e If the need methedology for PET is changed at this time. this would hkely chminate the
need deternnnation in the 2008 SMEP for an additional fixed PET scanner in HISA 1L

e However, there are numerous reasons why this would not be appropriate.

e These issues are discussed in detail in the written comments that Forsyth Medical

Center previously submitted regarding this issue at the July 20 public hearing in

Crreenshoro.

To highlhight just a4 few of these reasons:

Table YK in the Proposed 2008 SMEP shows that Forsyth Medical Center ranks

Sirse out of 22 facilivies in the State with PET scanners in terms of PET scanner

utilization, with utilization at approximately 93% of capacity.

* The Proposed 2008 SMFP recognizes that “the chinieal use of PET scanmng is
increasing rapidly. and the new applications involve the diagnosis of cancer:”

« It appears likely that other PET codes will be added for reimbursement. such as
those for cancer treatment monitoring and re-staging of cancer recurrence: and

« Table 9G in the Proposed 2008 SMIFP shows that Forsyth Medical Center ranks

second out of 64 facilitics in the State providing radiation oncology service n

the number of procedures performed.
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Thus. FForsyth Medieal Center currently has the highest utthizaton of ats existing P21
scanner ot any scanner i the State, and this utilization 1s only expected (o mnerease
given the Forsvith Medical Center's robust cancer treatment prograny and the increasing
number of cancer-related PET applications

IFor these reasons, as well as those set forth i the nuaterials previously submitted by
Forsyth Medical Center, we respectiully request that the SHOC not take any action to
chunge the need methodology for PET at this Tate date i the development of the 2008
SMIP.

Anv such changes shoukd only be made pursuant to the clear process set forth m the
SMEP, which allows tor all of these issues to be fully considered during the
development of the Proposed SMEP, including as part of the public hearing process.
Thank vou.
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Summary of Speaker Remarks in Support of the FMC
PET Comment In Support of the Need for One New PET Scanner in
HSA I in the Proposed 08 State Medical Facilities Plan

Comments from Vito Basile, M.D.
Medical Dircetor of Radiolopy
Forsyth Mcdical Center, Winston-Salem, NC
And
Board-Certified Radiologist, Forsyth Radiclogical Associates

Talked about his previous PET experience at an academiv institution, swhen he was i training
at the Cleveland Clinic and PET diagnostics were just in the research stage and notin very
widespread use outside the academic setting

‘Today. as a body imager who specializes in CT, he really appreciates the value-added
diagnostic capabilities that PET offers, bevond what CT diagnostics can provide

The utility of PET has allowed us 10 really change the way patients are managed: Dr. Basile
has scen this firsthand from his active participation with the Forsyth Regional Cancer
Center’s regular Tumor Board Conferences where experts in surgery. radaton therapy.
pulmonologs . hematologs7oncology. etc. tncorporate PET diagnostic information into
dtagnosis and treatment planning for cancer patients; the PET diagnostic information i1s have
a beneficial impact on the management of the care and treatment of these patients

Many of our current PET scanner patients are cancer patients, who are often fragtle and in a
compromised state of health. Thus, late evening PET diagnostic appointments are not alway's
optimal for them or their carcgivers or transportation providers

Dr. Basile 1s confident that the PET 1echnology and diagnostics are here 10 stay and will
prove themselves useful in the diagnosis and treatiment of niany other disease processes and
illnesses involving neurology. cardiac. orthopedics, infectious disease

FMC has not vet begun to utilize the scanner for its widest referral base — our current patient
load is primarily for oncology and does not yet include cardiology or neurology patients.

Comments from Carmine Plott, Ph.D., CHP
Radiation Safety Officer
Fors¥th Medical Center, Winston-Salem, NC

My first job after graduate school was at the University of Tennessee Medical Center at
Knoxville and we advertised ourselves as the first clinical PET site in the country. Up to that
point, all PET centers were purely research-oriented. 'm proud that I have worked in PET
for 20 vears and have scen it expand from a rescarch modality to a clinically viable modality
that is now the standard of care for oncology patients.

I don’t understand the requirement for PET centers 1o operate 72 hours per week while CT
and MRI operate only 66 hours per week. Perhaps this is due to the time required fora PET




exam which is about 2-1/2 hours. After the patient is injected with the radiopharmaccutical,
the patient waits 60 to 90 minutes for the radioactivity to circulate throughout the body. The
scan fotlows and takes up 1o 30 minutes.

We rely on a regional radiopharmacy to provide us the FIDG. Fluorine-18 is used to make
IF-DG and the half-life is only 110 minutes. We are required to work more hours in PLT (than
CT or MRE), vet we utilize a material with a very short half-life that is cyelotron produced. It
iy caser to get doses during normal working hours (8 AM to 5 PM) than it is to get doses late
in the day (5 PM to |1 PM). Although the vendor is accommodating. we don’thave a
limitless supply of FDG,

We have a good working relationship with the regional FDG vendor and we are confident
that they would work with us to increase the amount of FDG provided if FMC were to geta
sceond PET scanner: this vendor already works well with us to get early evening doses of
FIDCi for our PET scans that occur after 5 p.m.

The current hours of operation for the FMC PET/CT scanner are 6:30 a.m. 10 11:00 p.m.,
Monday  Friday (or over 75 hours per week)

Comments from Mr. Devi Mecum, RT(RYCY)
Radiology Clinical Manager
Forsvth Medical Center, Winton-Salem, NC

As a manager. [ serve several customers: the radiologist, the refernng physician, and maost
importantly, the patient. 1 must also comply with all applicable regulations to ensure the
safety of the patient and the emplovee,

It s my job 10: (a) ensure that the diagnostic images are excellent: (b) to communicate the
diagnostic PE'T information to the FMC Cancer Center as efficienthy and effectively as
possible: (<) to ensure the safety of the patients and the staff that handle and come in contact
with the radionctive radiopharmaceuticat that is part of the PET diagnostic study; {(d) to help
manage capacily, throughput, and access to the PET seanner; and (¢) to be certain that PET
diagnoestics are avalable to referring physicians who care for cancer patients ay well as other
referring phvsicians

Because of demand, [ must exercise “creative scheduling”™ to accommodate up to 18 patients
per day on the single FMC PET/CT scanser.

The mdications for which Medicare (and thus other pavors) will reimburse PET scans 1s
continuing to expand and [ believe this trend will continue based on the work of the National
Oncologic PET Registry (NOPR)

Private insurance providers generally follow Medicare with regard to PET reimbursement.
CMS currently reimburses for onty 9 cancers. But the National Oncologic PET Registry is a

prirse example of Medicare’s interest in PET. Once Registry data are collected and analvzed,

CMS will likely expand its list to include even more indications - so [ expected that the

PET/CT scanner at FMC will be flooded with even more requests for PET diagnostic studies.

We need a second scanner to accommodate the needs of our patients, their referring
physicians, and the familics.

b




Comments from Sharon Murphy, Executive Director
Derrick L. Davis Forsyth Regienal Cancer Center
Forsvth Medical Center, Winston-Salem, NC

®  Qur cancer center at FMC has served. according to the NC Cancer Registryv, over 3.000
newly diagnosed cancer patients in recent years

*  The group of cancer physician experts associated with our cancer center includes: 11
medical-oncologists, 5 radiation oncologists. 4 gyn oncologists. and 20

o Thc medical oncologists offer local aceess to cancer care in satellite offices located in
towns of Winston-Salem. Kemersville, Lexington, Mt Airy. Statesville, Flkin, and
Wilkesboro located in five Triad Region counties (Forsyth, Davidson, fredell, Surry, and
Wilkes)

s The patient base that we care for at the Forsyth Regional Cancer Center continues to
grow and PET diagnostic information is now incorporated as part of our standard of care

e The PET Diagnostic information is part of the case presentations at our multi-disciplinary
Tumor Board presentations: PLT diagnostie information helps us plan for the most
effective treatment and increases survivability

* Toaccommodate this growth our Cancer Center and the adjacent Hematologist-
Oncologist Medical Office building ts now under expansion, which will add 10-15.000
SF of treatment and support space 1o better serve our patients, famities, and physicians
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